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PROCEEDI NGS
Open Comm ttee Discussion
| nt roductory Remar ks
DR PATTERSON W have a |l ot on our agenda for

today. So, hopefully, we can keep relatively on tine. |
have been requested, and will honor, the fact of having
breaks during the day which we did not have yesterday. |
figured that the coomttee nenbers, if need be, could get up

and | eave, but unfortunately, we have audi o peopl e back

there and transcriptionists, et cetera, who cannot |eave

while we are in session, and therefore, | amallow ng the
breaks for their benefit. | amsorry | was not quite aware
of that. | wasn't thinking about it.

V¢ did discuss two areas of today's agenda
yesterday. | ambringing both of these back at this time
for anyone to nmake any additional comrents they would |ike
to regarding themsince they were on the agenda.

The first was that was schedul ed at 10: 15 whi ch
was on the nedical physicists. The other part was the
di scussi on whi ch was schedul ed for the afternoon on
additional clinical image review and exam nee notification.
If there are any further comments on either one of these
areas, | would like to have themat this tine.

Yes, Cass.
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M5. KAUFMAN | realize we are beating a dead
horse here, but | just want to nmake one very quick point.
Because | have thought a bit about what bot hers ne about not
requiring nore experience for the nedical physicists, |
guess what bothers ne is that we say for the technol ogi sts,
they have to do so many supervi sed examnations, and for the
radi ol ogi sts, they have to interpret so nmany inmages under
di rect supervi sion.

V¢ woul d never say that a technol ogi st coul d just
repeat manmmograns on the sane patient over and over and over
again and that that woul d be sufficient experience, nor
woul d we say an interpreting physician could read the sane
filmover and over again and that that woul d provide
sufficient experience.

So it concerns nme that if we say that they only
have to do three tubes or sonething like that as initia
experience and, in fact, it could be the sane tube, we are
not referencing if we take out any deletion to facilities.
Then, what we are actually saying is that it is so easy to
do the survey that, if you see one, eventually you can do
it, and | don't think that is the case. | think it is nore
difficult to do that, and that in any field, experience is
the name of the gane, and that the nore you do, the better

you are at it.
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So | amjust maki ng anot her comment about why |
think there is a requirenent to see a nunber of facilities

under the initial experience requirenent.

DR PATTERSON Ckay. | just have one question to
ask you. If the patient cones back for additional filns or
for a six-nonth followup, the tech can't count that? | am
sorry. | shouldn't have done that.

M5. KAUFMAN  No, no. Under the initial
experience, | think they could, but how many do we say that
they need to do? | nean, it is not one patient. It is a
| ot of patients.

DR PATTERSON | was just asking.

Any ot her comments about either one of those
areas?

[ No response. ]

DR PATTERSON Then, we will start this norning
as promsed, on the quality standards on the equi pnent, and
| am hopi ng the equi prent manufacturers are back there this
norning. | know sone of themweren't able to come back
t oday.

This is Section 900.12(b), and this is on page
14915 to 19, and we have Ed Hendrick and Joel G ay.

|'msorry. Before you start, Charles?
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MR SHOMLTER Yes, just a quick comment that we
are concerned about some of the comments and the comments
bei ng how prescriptive the equi pnent sectionis. W are
concerned about that fromtwo points of view Qeiis, is it
overly prescriptive in principle, and secondly, we are
concerned about the comrents that we got the last tinme we
went through OVMB on this very subject.

V¢ are concerned when we go back for our review
this time, are we going to get the same comments and is it
going to present us a difficulty.

So any advice that the coommttee can give us on
approaches to not being over-prescriptive would be really
appr eci at ed.

Qual ity Standards- Equi pnent

DR HENDRICK | amgoing to begin. If you want

to get oriented, | amgoing to start on page 14915 of the
Federal Register. It is at the bottomof the third col um
on page 915.

Equi prrent is under (b), and then it is nunbered
with Arabic nunerals (1) through (2). | amgoing to take
the first eleven of those. | amnot going to keep repeating
this (b), but I will refer to (1), (2), (3), and (4), which
are the Arabic nunerals, and then, under those, there is

(i), (i), (iii), (A, and (B).
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Also, to orient you in terns of the coments, for
t hose of you who have your notebooks on comments, the
conmments on equi prent begin on page 161. | wll be
swi tching back and forth between those and then try to bring
in the equi pment questions that are listed in the docunent
that was sent out to commttee nenbers.

So, to begin, I do want to raise a general
question to the coomttee, the advisory coonmttee, and that
is, one of the comments in the general category suggested
that all detailed equi pnment requirenments be placed in a
gui dance docunent rather than regul ati ons, and that the
regul ati ons have essential requirenments such as the
equi prent shoul d be dedi cated to nmanmography, which | think
we would all agree is an inportant essential.

There may be a couple nore that we want to throw
in there as essential, |ike having adequate appropri at e-
sized i mage receptors and things |ike that, nmaybe even
havi ng noving grids, but to take nmuch of the equi prent
specification that is currently in the regulation, take it
out of regulation and nove it to a gui dance docunent.

Is there any general comment, any comment on that
pr oposal ?

Cass.
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M5. KAUFMAN Vel I, | just want to remnd the
comm ttee that gui dance docunents are not enforceable. They
are strictly recommendations, and so, if it is in a guidance
docunent, it does nean that we cannot require it. So we
just need to keep that in mnd when we go through each item

So, for exanple, you nentioned noving grids which
is arequirenent, and | think we would all agree that at
| east having a grid is certainly essential for manmmography.
If you put that in a guidance docunent, it means we coul d
not enforce it. W could not require a facility to have
t hat .

DR HENDR K R ght

Penny?

M5. BUTLER | would like to ask the FDA. There
was sone discussion last spring, | think, about possibly
t aki ng sone of these things that we had di scussed and
exploring the possibility of putting themin the Federal X-
ray performance standards so they apply to the nmanufacturer
of new equi pnent .

| think a lot of these itens in here are very
val uabl e, but I think the appropriate place for them woul d
be in that sort of thing.

MR SHOMLTER That renains an option.
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There is one ongoing effort w ithin the
organi zation right nowto try to clean up the beam
[imtation requirenment and to nmake it what woul d be
effectively consistent with the current ACR nanual to allow
full exposure of the film That is the current, only
ongoi ng effort, but part of that is a resource issue because
there are very, very limted resources right noww thin the
center devoted with anything to do with enforcing the
Federal perfornmance standard, changi ng requirenents,
changi ng st andar ds.

It would require center nanagenent t o devote those
resources toit. | think it remains an option. There is an
ongoi ng di scussion that has just started right now about
radiation control within CORH and the necessary resources
and the necessary activities. This certainly could be added
tothat mx. So | think that is a real possibility. If
that is what the coomttee wants to recommend, that is fine.

DR HENDRICK (ne of the possibilities would be
to take those itens that are recormended 5 years after
i npl ement ati on and 10 years after inplenentation of the
final rules as the things that mght be considered
manuf acturer standards rather than site or facility
st andar ds.

MR SHOMLTER  Yes.
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| shoul d nake one nore conmment, and that is that
we have nmuch nore latitude under MBA to speci fy standards
than we do under the Radiation Control Act. The Radiation
Control Act requires perfornmance standards, and they need to
be related to radiation safety. |If it doesn't meet that
test, it can't be done under the Radiation Control Act.

DR HENDR &K Yes.

DCan?

DR KCPANS. Just a general comment. | support
the interest in trying not to be too prescriptive. M
concern has to do w th advanci ng the devel opnent of
mamogr aphi ¢ systens, and | can see the potential if you
define things in too much detail that it wll stifle
potential future devel opnent.

Dr. Houn has reassured ne that that won't happen
and that there will be a nmechanismto nove new i deas through
qui ckly, but until | see that in witing, and we nay have it
inwiting, and it is clear it will be a 30-day revi ew or
sonething like that, | think it is dangerous to define
things in too nuch detail unless it is absolutely necessary.

DR HENDRICK: There are a few specific exanpl es
when we get into the details where it woul d pose a probl em
for, say, full-field digital the way it is witten

Cass?
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M. KAUFMAN | don't know what section it is, but
there is sonething in the regul ations that does specifically
say that FDA can make variances to this to allow for
progress of science. | forget the exact section, but there
is aprovisionin here for that.

M/ question to Charlie is, Charlie, you said it
can only be related to radiation safety. So does that nean,
for exanple, grids, which really are image quality and not
radi ation safety, nmoving grids could not be a part of that
or like, for exanple, a mninum S| D?

Secondly, realistically, what kind of a tinme frane
woul d we be | ooking at for getting sonmething into the code?

MR SHOMLTER Certainly, you are |looking at a
longer time frame, to take the second question first. You
are | ooking at a longer tine frame because no proposal has
been nmade under PL 9602. The first step would be to go
through Roland's commttee, the TEPRSSC conmttee, and
present such a proposal, much as we have done here under
MXEA

There woul d have to be the proposal, then the
anal ysis of comments, the sane process that we are goi ng
t hrough here, except under the authority of the Radiation
Control Act. So you are |ooking at several years down the

road for that process to be conpl eted.
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Then it would apply to equi prent manuf act ured
after the effective date, and so it woul d have no i npact on
the installed base. That is the major difference in a
standard under MXBA and a standard under PL 9602, and that
is neither good nor bad. It is just different.

Now, to address the first point, a grid or a
mninumSID, a mninumSIDis arguably radi ation-rel at ed
because you are tal king about a does issue. The shorter
that you allowthe SID, potentially, arguably, the higher
dose you are allowing. That certainly could be controlled
in other ways by having a dose limt.

So we haven't explored in ultimate detail with
counsel exactly what would or would not be all owed under
radiation control, and it depends on the argunents that you
want to nake for or against a particular requirenent and
whet her you want to cover it and how |iberal counsel wll
let us be in terns of naking those argunents and, again, how
successful we are with the comrents.

VW may get comments that say this is stupid, thi
is not aradiation control issue, this is a design issue and
you shoul dn't be doing it under PL 9602. The thing | think
about right off is the angle of rotation of the gantry.

That is sonething that is clearly not doabl e under the

Radi ati on Control Act.
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Wiere the lines are in between is debatable, and
certainly, we could have sone of that debate here if the
commttee desired.

DR HENDRI CK  Yes, Hizabeth.

DR PATTERSON To address Dr. Kopans' concern
that would fall, | believe, under the alternative standards.
M/ question, maybe to clarify at least for all of us, what
isthe time frane that it would take for an alternative
standard for sonmething |ike for research? GCould you, by any
chance, respond to that, either Flo or Charl es?

DR HON | amjust checking to see if an actua
proposal tinme limt was set. | amgoing to | ook and see.

DR PATTERSON  (kay.

DR HENDRI CK:  Yes, Dan.

DR KCPANS: The other concern | have with that,
of course, is the cost to the manufacturer, for exanple. A
| ot of the changes, in fact, they may not see as necessarily
beneficial if they have to put any noney into it.

Just as an exanple, in (A at the top of page
14916, "The gantry assenbly shall be capabl e of being
rigidly fixed..." and so on, "...the gantry shall not nove
w t hout operator intervention," we are already working on

t onogr aphy using a conventional namographi c systemand a
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digital detector, and someone coul d arguably say you can't
do that because it woul d be a mechanical notion

| amjust, again, con cerned, how expensive woul d
it be for the manufacturer to go back to FDA and get a
variance or whatever it is you are going to call it. |
think those are the issues that concern ne.

DR HENDRICK: As we go through these, | would
suggest keepi ng open the option of putting these into a
gui dance docunent rather than regul ati on.

| woul d al so suggest keepi ng open the suggestion
whi ch was actually one of the comments that suggested that
t he equi pnent requirenments be nmade to apply to nmanufacturers
of equi prment for itens nmanufactured beyond a specific date,
and especially the itens that are 5 years and 10 years after
regulation. Let's put themto the test and see if they
woul d be better nade as equi pnent nr requirenents.

Joel ?

DR GRAY: | would like to ask for a clarification
before we go on. Again, we are talking about facility
standards here. Now, we specify in here that by the year,
whatever it is going to be, the equi pment has to do thus and
so. The gantry has to rotate 375 degrees or sonething.

That becones a requirenent on the facility, but what if the

facility cannot buy equi pnent, the nmanufacturers deci de not
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to nake it? They cannot buy equipnent |ike that. How do we
get it back to the manufacturers if it is not incunbent upon
t hen?

DR HENDRICK That is a good point.

| think as far as we can tell, nost equi pnent
currently manuf actured does not have a probl em neeting any
of the things that are specified here, but that is certainly
a theoretical possibility. |If equipnent were not avail able
that did that, | suppose we would get into regul atory
di scretion. You obviously can't hold facilities responsible
for having sonething that isn't avail able.

DR GRAY: But to nme, that raises the question as
to why we are witing it into these regulations in the first
place if these are facilities standards. They shoul d be
goi ng sonepl ace el se.

DR HENDRICK: Wiile the scenario you raise is a
theoretical possibility, |I doubt seriously that it is a real
possibility.

If we wind up witing detailed specifica tions here
for equipnent, ny guess is that there will be equi pnent
available that will nmeet all of the requirenents.

DR GRAY: But the real possibility is that the
costs to facilities will be nmuch higher because it wll be

required of every facility at a certain date to have
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equi pnent that perforns as specified in this docunent, as
opposed to requirenents on nmanufacturers that equi pnent they
sell after a certain date would have to neet these
requirenents.

DR HENDRICK There is no question that the
financial inpact is much greater if you pronulgate a rule
under this authority that applies to facilities because then
the facility is obliged to deal wth upgrading or replacing
their equi pnent --

DR GRAY: R ght.

DR HENDRICK -- to get equipnent that neets this
by a certain date. Wereas, they are not under that same
obligation if it is a manufacturing standard.

DR GRAY: So the inpact of the standards is quite
different in terns the cost to facilities.

DR HENDRICK The inpact is quite different , and
it is that judgnent that we are asking for help on fromthe
commttee -- this is obviously going to be costly -- how
much is it worth in terns of forcing facilities to nove in
the direction and, indeed, to neet sone of these
requirenents by a certain date. That is the real issue on
the table, | think

Ruth, did you have a coment ?
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M5. MCBURNEY: | agree with Joel in that we could
probably, instead of saying the facility has to neet this
standard for those that are 5 years out and 10 years out,
that for new equi pnent purchased or obtained after this date
that it would have to neet these standards.

DR HENDRI CK: R ght.

M5. MCBURNEY: W have done that in facility
regulations in X-ray as well.

Regardl ess of what you put in the perfornance
standards for manufacturers, you could still do that through
this Act in order to make it on the facility, but still
apply to only new equi prent .

DR HENDRICK Wy don't we start going through
the specific itens. Item (1) under Equipnent is prohibited
equi prent whi ch sinply says that rad equi prent desi gned for
general purpose or special nonmamrogr aphy procedures shal
not be used for nmamogr aphy.

Does anyone disagree with that? There were
comrents in this section, but all of the comrents were
really general comrents that said if you do this whole
section, it is going to raise costs, and there were probably
a hal f-a-dozen comments about that, but not specifically on
t he prohibited equi pnent.

[ No response. ]
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DR HENDRICK (kay, so that is fine.

(2) is ageneral statement. "A| radi ographic
equi prrent used for mammography shall be specifically
desi gned for mammography and...certified pursuant to 1010.2
of this chapter...,” which | assune is the basic Federa
performance regs, and it nmentions sone other requirenents.

Anyone have any problens with that?

[ No response. ]

DR PATTERSON  Ckay.

| think (3) is where we begin to get nore specific
and nore tedious. (3) is notion of X-ray tube receptor
assenbly. (i) is gantry assenbly notion, and there is an
(A and (B).

(A), Dan read to you already, which says it has to
be able to be fixed rigidly. (B) says that it has to conply
with -- | don't even know what that is -- (b)(2)(A) of this
section. Ch, that it shall not fail in the event of power
interruption. So, if the power goes off, it still stays
rigidly fixed. There were not trenmendous comments on this.

Si x comments expressed concern that the
requi renents woul d be very costly to neet all of these under
(3).

Joel, did you have sonet hi ng?
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DR GRAY: Wiat | would like to dois bring to the
attention for the record again the recomrendation that the
commttee nade previously on several of these itens, and
under (3), actually, (iv), "Effective Qctober 1, 2005, the
systemshall provide...," et cetera, we recommended t hat
that be del et ed.

DR HENDRICK So thisis (3)?

DR GRAY: That section be del eted.

DR HENDRICK It is (3)(iv).

DR GRAY: R ght.

DR HENDRI CK:  What about the suggestion of naking
these requirenents, (ii) and (iii), manufacturer
requi renents rather than facility requirenments?

M5. MCBURNEY: The facility requirenents that the
new equi prment - -

DR HENDRICK No. Wat | amsuggesting i s naking
t hem - -

DR HOUN M cautionis that if you are saying
making it a suggestion to manufacturers, just like in a
gui dance docunent, nmany of these are already recomended in
terns of other docunments as gui dance to manufacturers, or is
the question to put themin, like PL 9602, which this would

not be able to as a radiation safety?
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DR HENDRICKK R g ht. M suggestion would be
putting themin the Federal performance requirenents for
equi prrent nmanufacturers, and you are saying you can't do it
because it is not a radiation safety issue.

DR HOUN R ght.

M5. McBURNEY: The alternative would be to have it
apply to equi prent acquired after that date, but put it on
the facility.

DR HENDRICK: Yes. That would be a third
possibility.

M5. MBURNEY: Under the MXBA

It woul d have the sanme effect if it applied to new
equi pnent only.

DR HENDRI CK: R ght

Penny?

M5. BUTLER If this particular standard, as are
many ot her standards in this docunent, is already being
i ncorporated in equi pnent nmanufactured currently, what use
isit towite a standard that says for new equi pnment
purchased after such and such a date, it nust neet this
thing? Wy couldn't it just go

DR HENDRICK: Charlie?

DR FINDER | think one of the things you have to

realize is that if it is currently being manufactured, that
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doesn't nmean that all manufacturers are manufacturing it to
the standard, and that you may find that there are sone out
there that are not. |If you are just going to put it in
gui dance, you nmay not be able to deal with those, but I
under stand where you are comng from and if there is a way
to get that to be done, it probably wouldn't be a bad i dea.

DR HENDRICK Let me just try to summarize our
possibilities here. It sounds |like one possibility is to
| eave under (3), (i), (ii), and (iii) as is. Another
possibility is the suggestion of Ruth's to nmake (ii) and
(iii) requirenents on facilities for equi pment purchased
after those dates, 5 and 10 years after inplenentation. The
third is to delete (ii) and (iii) and put it in a guidance
docunent .

Is there a conmment on the specifics of those?

Rta?

M5. HEINLEIN | don't think it should be del eted.
Wen we were having this conversation on the equi pnent, we
stressed the inportance of being able to rotate the gantry
to 180 degrees to facilitate positioning on patients that
are kyphotic or have any type of open heart surgery, et
cetera, et cetera.

| think we woul d be making a grave mstake in

going in the opposite direction if we took it out. | think
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it is very inportant that equipnent is capable of doing
that, and | feel |like we are rehashing issues that we
rehashed ad nauseam when we were di scussing the equi pnent
regulations. | think this is something that nust stay in
t here.

DR HENDRICK: Five comrents said this mght be
rel evant to diagnostic equi pnent, but not screening
equi prent. Do you agree with that?

M5. HEINLEIN  Surely, if they interview people
when they call into ask if the woman i s kyphotic and then
put her into a diagnostic category, no, | don't agree with
that at all.

DR HENDR K Ckay.

DCan?

DR KCPANS. | amsorry to persist on this, but
again, if somewhere we could have clarification of what it
will take to nodify these, for exanple, this regulation, |
coul d i magi ne a screeni ng nmamogr aphi ¢ system where actual |y
the patient noves around a pedestal that doesn't actually
rotate at all. That woul d be precluded under this
regulation. Wat wll it take?

| mean, it is nice to say there will be a
nmechani sm but what is that nechani sm and how expensi ve and

extensive will it be to get a variance?
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DR HOUN There is no cost associated other than
you have to apply. The actual mechanismis on page 14883
and 4, and it is paperwork to assure that whatever
alternative standard you are proposing, the person is
rotating, they will acconplish the sane thing as if we do
have (3).

DR HENDRICK: Dan, | understand your concerns,
but you are tal ki ng about unproven, untested research
protocol s, basically, on new equi prent designs. | amnore
concer ned about the 15,000 mammography units out there and
how many of those are going to have to be conpletely
replaced if these are put into effect 5 years and 10 years
after.

| think both of these are concerns, but | think
the main concern has to be how costly are these requirenents
and how many units would sinply not be able to neet them

under any kind of nodification.

Cass?
M5. KAUFMAN Vel I, | was just going to agree with
Rta. | nean, we have gone over this and over this, and |

specifically renenber |engthy discussions when we | ooked at
these regul ati ons before regarding this issue, and both
technol ogi sts, Margaret and Rita, felt very strongly that

this was quite an inportant aspect.
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Alot of this equiprment is old and needs to be
repl aced, anyway, and | amnot sure there was one comment
fromthe public on this particul ar issue.

DR HENDRICK: There were ma ny comments, actually.

M5. KAUFMAN  On this particul ar one about the
gantry being able to be rotated?

DR HENDRI CK:  Yes.

M5. KAUFMAN  Because | haven't seen them Were
are they?

DR HENDRICK: If you |l ook on page 166 and 167,
there is a whole list of comments for (ii) and (iii).

Ckay. Is the spirit of the coomttee to keep (ii)
and (iii) and delete (iv)?

Pan? You can use this.

M5. KAUFMAN  If | could just follow up, | mean,
it says one comment reported that they keep their radiol ogy
equi prent for a useful lifetinme of between 20 and 25 years.
| nean, | don't think any of us think that that is --

DR HENDRICK: No, the idea isn't to read the
speci ous comrents. The idea is to focus on the ones that
may have nerit.

M5. WLQOOX- BUCHALLA: Pam W/ cox-Buchal | a, ACR

| would like to speak to support of Ruth's comment

t hat perhaps you shoul d | ook at requiring equi pment
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purchased after a certain date and only have a single date
rather than these phase-ins. | amconcerned about the
i nplications of cost where some units could be retrofitted
at significant expense, and then the facility wll still
ultimately have to purchase a new unit by the second date.
Wer ever possible, | think it would be nost cost effective
to have a single date and date of purchase.

Thank you.

DR HENDRICK  Yes. Esther?

M5. SO AWARELLA: Ed, | think I want to sustain
what R ta has been nenti oni ng.

Fromthe consumer perspective, | amvery nuch
concer ned about what happened with equiprent if we don't
describe the way it is and establish that we need to protect
t he consuner.

| think | hear too many cost containments. | am
really very concerned about the quality, that the services
are there, that we need to be specific about this.

DR HENDRICK That is what | amhearing. | don't
hear any strong objections to keeping (ii) and (iii).

Rta?

M5. HEINLEIN VWell, | certainly don't object to

keeping it, but I think Pam has a wonderful suggestion in
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referring it to new equi pment and comng up with one date as
opposed to this phase-in tine.

| mean, when we are talking 5 years, we are
actual 'y tal king 2002.

DR HENDRCK O 2003.

M5. HEINLEIN Yes, or 2003. | say why not cone
up with one date. Even if we nake it 2002 or 2003, that is
still a pretty long time fromnow, and if they already have
this equipnent and it is equipnment that doesn't do this,
then that is relatively old equipnent that does need to be
replaced. So they will know, then, that when they are
| ooki ng for new equi pnent in another 5 years, what woul d be
required of them | like that idea of doing one date.

DR HENDRI CK:  Penny?

M5. BUTLER So are you saying, Rta, that the
rotation should fall under that category or are you saying
keeping the rotation in?

DR HENDRICK | think what she is suggesting is
that we take (ii) and (iii) and lunp themtogether at 5
years after inplenentation --

MB. BUTLER R ght.

DR HENDRICK: -- rather than 5 and 10.

M5. BUTLER  For new equi pnent ?
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M5. HEINLEIN R ght. In effect, you are really
taking out (ii) and just saying that, in 5 years out, that
woul d have to go 180 and at |east 135 for new equi pnent.

DR HENDRICK: Are you saying for new equi prment
manuf actured and sold after that date or purchased by
facilities after that date?

M5. HEINLEIN  Yes.

DR HENDR OK:  Ckay.

M5. BUTLER After listing to all of the
di scussions, | would like to support Ruth's proposal and the
nodi fication that Pam just brought up.

DR HENDRICK So is the coomttee in general
consensus on that? Do you understand what we are talking
about doi ng?

M5. KAUFMAN My only concern about that is that
then you are putting the facilities in the position of naybe
keeping an ol der unit |onger than they mght ordinarily do.

If we say that they only have to do this if they
buy a new unit, then that kind of encourages themnot to buy
a new unit.

DR HENDRICK To not buy a new unit.

M5. KAUFMAN  Yes.

DR HENDRI CK:  Possi bly.
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MR SHOMLTER Let ne bring up anot her question,
and that is the question of what is a newunit. 1Is a unit
sold fromone facility to another, that is, a used unit, in
normal parlance? 1|s that a newunit for the facility?

DR HENDRICK Yes. | think we are tal ki ng about
for the facility; that anything they brought in as
addi tional or replacenent --

M5. MBURNEY: Acquired after.

DR HENDRICK: -- acquired equipnent, it would be
considered a new unit. Qherw se, you have no possibility
of sweeping out the old unit. They can just keep exchangi ng
wi th each other forever.

[ Laught er. ]

DR HENDRI CK  Any ot her commrent s?

Yes, Florence.

DR HOUN  Just addi ng anot her concern, now you
are having a 10-year requirenment. | just want to say it
| ooks nmaybe a little funny to people that if this is
sonmet hing inportant, essential for quality, you need it in
regulation. You want it 10 years fromnow, but you are
concerned about fixing technology. There nmay be sone

contradictions with that as wel|.
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DR HENDRICK W were actual ly tal ki ng about
having a 5-year fromthe date of regulation, adoption of
regul ations, that both of these would go into effect.

Ckay, that sounds |ike a reasonable --

M5. KAUFMAN  There is one comment that --

DR HENDRICK: Is this going to be one of the good
comments or one of the bad comment s?

M5. KAUFMAN Wl |, | amnot naki ng val ue
judgnent. They are not narked. There is not alittle "nY
there for neritorious.

(One sai d sonet hi ng about maybe naki ng t he
statenent that there has to be at |east one unit in each
facility that nmeets those requirenents, so that those
patients coul d be done on that unit.

M5. SC AWARELLA: | think, today and yesterday,
the concern that we are backwards, it nmay be ny inpression
that we have been very strict fromthe beginning. Now we
want to nodify things. | hear too nuch about cost. W
protecting nore the manufacturers and institutions than the
consuner. | ama little bit concerned about that.

| think we need to inplenent the best we can
because of the consunmer nore than the other issues.

DR HENDRICK | don't think we are here

representing the manufacturers. 1In fact, manufacturers wll
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love this, Esther, because it will sell lots of newunits if
it were as witten here.

What we are concerned about is trading off cost
and, | think, access in terns of keeping facilities alive.

M5. SC AWARELLA: But | think yesterday, Ed, we
di scussed the issue here. | amnot concerned about
Washi ngton University. | mean, | amconcerned there are
peopl e who perform mamrogr aphy there who will really need to
be very concerned. They will need to follow up nore. They
don't need to enforce the guidelines, but | think it is
inmportant that people are clear on the Federal guidelines
what they are supposed to do, and | see the inprovenent.

DR HENDRI CK:  Does the FDA have a sense of the
committee here?

Ckay. Mywving on to (4), inmage receptor sizes.
(i) says that, at a mninmum each unit should have an 18- by-
24 and 24-by-30-centineter inmage receptor size for screen-
film not for digital. Screen-filmonly. Not for Xerox
ei ther.

DR KCPANS. Wuld you want to nmake that | ust
"conparabl e to" as opposed to "exactly," or does that |eave
t oo nuch | eeway?

DR HENDRICK W could put in the word

"approximately." | don't have any problemw th that, but
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this is specific to filmscreen. | don't know of any film
screen sizes that are other than these two for mammography.

Penny?

M5. BUTLER | would just like to give ny opinion
that | think this is inportant and we should leave it in.

DR HENDR K Ckay.

Rta?

M5. HEINLEIN | agree. | know that there were
some comrents saying that could it be changed, just so the
facility would nmake sure that they had both sizes of inage
receptors available. | agree with Penny. | think it is
very inportant, and | think it should be per unit.

DR HENDRICK Ckay. So it sounds like we are all
in general consensus of agreenent about (i).

What about (ii), equipped with nmoving grids to
match all inmage receptor sizes?

DR FINDER Ed?

DR HENDRI CK  Yes.

DR FINDER Can | ask a question?

Rta, your last comrent, | amjust interested why
it isinportant that all the units in a facility be able to
do that rather than at |east one. How many cancers is that

going to pick up?
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M5. HEEFNLEIN | don't know that | can give you a
nunber as to how many nore cancers it is going to pick up,
but what it will dois if the facility is busy and they have
six large-breasted wonren comng and it is just before |unch,
| will guarantee that what is going to happen is we w ||
just do themin sections in this roombecause we only have
one roomthat does the large grid.

| have been to many facilities that purchase one
large grid for one room and when things get busy, that is
exactly what happens. They just say, "Wll, we are going to
catch up. So it will be all right. W can just piece them
together. O, what they do is they exclude portions of the
breast. | think it is vitally inportant that they have both
Si ze.

DR HENDRICK: (kay. How about (iii), "Systens
used for magnification procedures shall be capabl e of
operation with the grid renoved"? There were only a couple
of comments on this, and not very strong.

[ No comment . ]

DR HENDRICK  Now, (iv) is where we get into --
yes, Joel.

DR GRAY: (iv), the coomttee recomrended

deletion of that the last tine w discussed it.
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DR HENDRICK (kay, and that elimnates the
conpl ex and untested performance criteria that are |listed
her e.

DR GRAY: Yes.

DR HENDRICK Are we still in agreenent on that?

The real issue here under (iv) is not so nuch the
grid notion shall be inpeded when the breast is subject to
conpression, but | think the real issue is you don't want
either residual gridlines or serious grid and honogeneities
cast on the inmages you acquire, and this is probably one of
the least |likely ways that residual grid |ines can occur.

So, if the goal is to have inmages free of grid
artifacts, and that is sonething that is tested by the
medi cal physicists, | guess | would prefer to leave it to
the discretion of the nedical physicists to first do the
test and do deci de when equi pnent changes are needed because
of the results of the tests.

Al right. Mving on to (5), the top third of the
m ddl e col um, beamlimtation and light fields, (i), "A
systens shall have beamlimtation devices that provide
nmeans to restrict the useful beans so that the X-ray field
can be adjusted to extend beyond the chest wall edge of the

i mage receptor.”
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There were several comrents on this because the
| anguage "can be adjusted to" was confusing, and what |
woul d recomrend is crossing out "can be adjusted to" and
just say "so that the X-ray field extends beyond the chest
wal | edge of the inmage receptor.” The point is you don't
want to cut off any chest wall part of the breast because
the X-rays cone inside the inmage receptor, but nost units
aren't adjustable. They just have a diaphragmthat fixes
that X-ray field.

Any problens with that revision? That was al so
suggested by one of the comments, not even m ne.

The other question is, at that point, do we want
to put inthat we don't want the X-ray field to extend nore
than 2 percent of the SID beyond the chest wall edge, which
is certainly in the ACR docunents. | can't renenber if it
is a Federal performance. Yes, it is a Federal perfornance.

Penny?

M5. BUTLER It is a Federal performance standard.
| mean, do we really have to repeat it here? Can't we just
put in a statenment that nust nmeet and incite the appropriate
part of the X-ray perfornmance standards?

Charlie?

MR SHOMLTER \Well, yes, you can, but we keep

getting conflicting advice on this point, and the advice
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that we get fromtine to tine is people don't know what
1020.30 is and 1020.31 is, and if you have a requirenent,
why don't you just restate it here so it is all in one

pl ace.

DR HENDRICK | agree with that.

MR SHOMLTER | agree that it can be done either
way, and it is an issue of clarity. W need advice on how
t o proceed.

DR HENDRICK: So | would suggest after the phrase
"extends beyond the chest wall edge of the inmage receptor,"
put in a conma and then add the phrase "but not by nore than
2 percent of the SID," and | think it clarifies that.

You may want to flush the | anguage out a little
bit -- or isit "flesh" the | anguage out. Anyway, are we in
agreenent about that?

[ No response. ]

DR HENDRICK kay. (ii), "Any nmamogr aphy
systemwith a light field that passes through the beam
limting device shall neet the follow ng requirenents,” and
then there is (A which deals with alignment and (B) which
deals with intensity elimnation.

Joel ?

DR GRAY: W recommrended del eting (B).
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DR HENDRICK (kay. (A) is tested against in the
ACR nedi cal physics procedures, anyway. Do we want to | eave
it in here as an equi pnent performance standard since it is
a QC perfornmance standard?

Rta?

M5. HEINLEIN If it is under the ACR what about
those facilities that may be accredited by a different
accrediting body? Do they follow those sane requirenents?

DR HENDRICK Well, in actually carrying through
the logic here, the ACR docunment nay not be the docunent
adopted by reference after the final rules go into effect,
anyway. So that may get |ost.

M5. HEINLEIN  Yes.

M5. SO AWARELLA: Yes. | think thisis areally
inmportant point that Ed is bringing up, is it really
necessary to have it both in the equi prent requirenent and
inthe quality control testing requirenent, is it sufficient
to have it in one place or the other.

DR HENDRI CK: Cass?

M5. KAUFMAN  Speaking froma regulator's
standpoint, that is one of the nost frequent conplaints is
to have regulations in various different parts and to keep

referring people to different vol unes.
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| know at least in California, they really don't
l'i ke duplicative regulations, but I think for the facilities
and the manufacturers and that kind of thing, it really is
much easier if they know that they can go to one pl ace and
find everything that they need to know.

DR HENDRI CK:  Penny?

M5. BUTLER W just deleted the grid notion
section, although it was a little nore conpl ex than what you
woul d see in the nedical physicist test, which eval uates
grid notion.

| would like to sugge st, maybe, pulling out the QC
stuff that is in here and keeping it in the QC section.

DR HENDRICK The (C section. Do you recall in
your view of the QC section, was this in here, the
congruence of light field with radiation field?

M5. BUTLER Yes, and | think it referred back to
this section.

DR HENDRICK: Oh, it referred back to this?

M5. BUTLER So nmaybe we should just pull the
wordi ng out of here and stick it in the QC section.

DR HENDRICK: Yes. That is what | would prefer,
to make it the QC performance test that gets tested

annual | y.
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DR FINDER Ed, when you go through this, could
you kind of state whether you believe this should be
i mredi ate or go into the 5-year?

DR HENDRICK W are assum ng that everything
that doesn't have a date on it is imredi ate when the final
rules go into effect. That is what, | think, the intention
of the commttee was.

Yes. Penny?

M5. BUTLER | have another question on (B) which
is the light field average illumnation. 1Isn't this
currently included in the X-ray perfornance standards, so
equi pnrent has to conply with it, anyway?

MR SHOMLTER Yes. That is another case where
this has been a requirenent since 1974 under the diagnostic
X-ray performance standard for a light |ocalizer.

Now, you get into another question of what is a
light localizer, and there is at |east one machi ne that
provides a light that is not allegedly a light localizer,
but it is used for illumnation of the breast as an aid in
positioning, but it does not represent the X-ray field.
That is not alight localizer, and it is not required to

meet any particular illumnance |evel.
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DR HENDRICK Yes. | think can still agree on
removing this since it is covered el sewhere, and also, this
isn't rocket science.

MR SHOMLTER Right.

DR HENDRICK | nean, you know where the inage
receptor is. GCenerally, techs know where the breast goes
and where the radiation field goes. So this may be
overkill.

Rut h?

M5. MBURNEY: It is good to comment on these
things that are in the performance standard that is for the
manuf acturers, and if you want the facility to maintain that
level, then it has to be in the facility standards.

MR SHOMLTER A very inportant point.

DR HENDRICK That is a good point.

So keeping (B) out of the requirenents?

[ No response. ]

DR HENDRICK  (iii), effective 5 years after
i npl ement ati on, all mamography systens shall be equi pped
with light fields that pass through the beam|imting device
and approximate the X-ray field. Do we want to keep that in
as a facility requirenent?

[Affirmative responses. ]

DR HENDRICK: | guess so.
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(iv), effective 10 years after inplenentation, all
systens shall be interlocked to prevent exposure unless
appropriate conbi nations of beamlimtation and i mage
receptor sizes are sel ected.

Joel ?

DR GRAY: Previously, we recomrended that itens
(iv) and (v) be conbi ned, which is the sense of what we are
tal ki ng about here today of having only one date.

DR HENDRI CK  They both have the sane date, don't
t hey?

DR GRAY: (h, yes, t hey do. That is correct.

DR HENDRICK | was just trying to catch up on
the comments and see if there is anything.

M5. BUTLER Ed, | have a question on this.

DR HENDRICK  Yes, go ahead.

M5. BUTLER Now, as we are goi ng through these
and we are tal king about these itens with these specific
dates, are we now tal king about that these dates apply for
new equi prent purchased after a certain date? Acquired?
Ckay, acquired.

DR HENDRI CK: Acqui red.

M5. BUTLER Rather than for all equi pnent.

DR HENDRICK: W hadn't clarified that, but is

that the intention? That is not the intention? W have no
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one on the left and yes on the right, and they are both
State peopl e.

M5. BUTLER Yes over here

DR HENDRICK A yes over here.

MR SHOMLTER How about a naybe?

[ Laught er. ]

M5. KAUFMAN | think that the goal is to try and
get rid of sone of this old stuff, and as | said, ny concern
is that you are encouragi ng people to keep the old stuff if
you tell themthat they can continue to use that nmachi ne as
long as they don't replace it. | think the point was to try
and encourage themto update.

DR HENDRICK  Yes. | guess the question is how
much increnmental gain in quality do we get by having a
requi renent that the systemhave a light field that goes
through the X-ray aperture. | think it is probably pretty
m ni mal .

MB. KAUFMAN Yes. That one, | amnot as nervous
about, but I think noving grids is a real inportant one.

DR HENDRICK (h, yes, but noving grids, we have
in the regul ations when they go into effect.

MR SHOMLTER Let ne just ask for a
clarification here. | took fromthe initial discussion

that, in general, the coomttee was recomendi ng t hat
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whenever there was a 5-year requirenment that it be for
equi pnment acquired after that date. Now, if that is not
true consistently, we need to know which is which.

DR HENDRICK Rght. That is what we are trying
to clarify here.

It sounds like for this one, we would have the
sanme condition that, 5 years after inplenentation, equipnent
acquired by facilities would have to neet this requirenent
for at least this, and | think we are taking it on a case-
by- case basi s.

Rol and?

MR FLETCGHER If you don't specify an end date,
you are tal king about a begi nning date, you are going to
introduce a regul atory ni ghtmare where you have got
facilities from5 years forward, sonme of which will acquire
new equi prment, some which will do it slowy dependi ng upon
cost s.

W are saying that we are establishing regul ations
for quality standards. Yet, we won't have the sane standard
across the board because you will have facilities with
varyi ng age of equi pnent.

DR HENDRICK  Yes, that is true, but it is a

quality standard on new y acquired equi pnent.
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MR FLETCGHER What about those who have to go to
facilities with ol der equi pnent?

DR HENDRICK  Then they don't necessarily
subscribe to that.

The question is, is this something that everyone
should have. | nean, do you really have to have a |ight
field that goes through the X-ray aperture that defines
exactly where the X-ray field is?

Rut h?

M5. MCBURNEY: Just a point. Those facilities
with ol der equi pnent would still have to nmeet the existing
stuff that is going to go into effect one year out or
imredi ately, and after a certain length of time, as they
age, they are not going to be able to neet that.

So, eventually, everybody is going to have to get
sone sort of new equi pnent, you woul d t hink.

MR FLETCGHER | have one word for you, "fluoro."
| have seen sone variations in ol der equipnent that they
neet the basic requirenents, but there are still sone
pr obl ens.

DR HENDRICK The sense | amagetting is that this
requirenent is desirable, not necessarily a requirenent, and
that is why we are taking this mddle ground of requiring it

of newy acquired equi pnent 5 years after regul ation.
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Penny, did you have anot her commrent ?

M5. BUTLER | was just going to add to Ruth's
statenent that, hopefully, the QC testing that the
physi ci sts and technol ogi sts are doing are also going to
hel p push those facilities that have ol der equi pment into
pur chasi ng new equi pnent because they are just not going to
be able to pass them

DR HENDRI CK:  Yes, H i zabeth.

DR PATTERSON Just to respond to your question
that you said a nonent ago about it is desirable, but not
necessary for quality, which is what | think I just heard
you say, ny questionis why is it intheregs if it is only
desirabl e.

DR HENDRICK Well, that is a good questi on.

DR PATTERSON | mean, we are going back to what
the comments seemto be saying that we are being very, very
prescriptive and too prescriptive.

DR HENDRICK Rght. | personally think this is
getting caught up in the fairly mnuscule in terns of
importance to have a light field and then have prescriptions
on the light field. | don't know Wy don't we ask sone of
t he peopl e who actual | y do mammogr aphy and use the |ight
field.

Rta?
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M5. HEINLEIN | think the light field is very
i nportant when you are doi ng the marmogram | mean, without
the light field, it is difficult totell if there is any
superinposition of other body parts. On the CC if they
have their head turned, it is difficult to tell if thereis
any hair overlapping with noose on it. It can show up
| ooking I'i ke mcrocal cifications.

DR HENDRI CK:  Yes.

M5. HEINLEIN  On obliques, when they are hol di ng
the other breast out of the way, you can actually have
fingers superinposing the breast tissue posturally.

| think to have a light field is very inportant.
| think the fact that it has to be congruent with the X-ray
field is even nore inportant.

DR HENDRICK: Ch, sure.

M5. HEINLEIN Too often, you look at it and it
looks like it is right, and then the bottomof the breast is
cut off, but then you say the light was onit. So I think
it isinportant that the light field be there.

DR HENDR OK:  Ckay.

Carl ?

DR DOCRSI: Froma radiologist's point of view,
we use the light field very critically in localization to

make sure that the shadow of the hub obscures the shaft so
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that we know we are going in perpendi cul arly because the
path of the X-ray photons are simlar to the Iight photons.
So we use that a lot, clinically, for localizations, at

| east | do.

DR HENDRICK: Yes. Unfortunately, we are not
tal king about |ocalization stuff here.

DR DCRSI: | think it neans the sane, units for
di agnostic as we use for |ocalizations.

DR HENDRICK  Yes, okay. Al right. Well, |
stand correct ed.

So do we want to |l eave this as is?

[Affirmative responses. ]

DR HENDRICK Wth the recommendati on of nmerging,
isit (iii), (iv), and (v) or just (iv) and (v)?

DR GRAY: Wwell, (iv) and (v) are basically the
sane date, anyway. So there is no reason why we coul dn't
merge (iii), (iv), and (v) and have a 5-year date on it.

DR HENDRICK A 5-year date after inplenentation
for all three?

DR GRAY: Yes.

DR PATTERSON  This is new equi pnent ?

DR HENDRICK No. This would be leaving it as it

is, not new equiprent, required of all equipnent. This is

M LLER REPCRTI NG COVPANY, | NC.
507 C Street, NE
Washi ngton, D.C 20002
(202) 546- 6666



j am

what | amhearing, and that is the way we left it the | ast
tinme.

Is that agre eable to the commttee?

[Affirmative responses. ]

DR HENDRICK (kay. So nerging (iii), (iv), and
(v), making it 5 years after inplenentation for all three.

(6), Source-image receptor distance. This is 5
years out for all of these. (i), "Systens designed solely
for contact mammography shall have a mninum SID of at | east
55 cm"” There were a nunber of comments on this.

(ne was asking for clarification about what
cont act manmogr aphy nmeans, and | think we could just put in
par ent heses, they are nonmagnificati on nmanmmogr aphy.

Penny?

M5. BUTLER Couldn't we just put that in the
definitions if it is not there already?

DR HENDRICK: Yes. That woul d be fine.

Yes. Dan?

DR KCPANS: | think it should be defined, but
nore exactly because all contact nmammograns actual |y give
you sone nagni fication.

DR HENDRI CK:  Sure.

DR KCPANS: The only concern | woul d have about

that is if soneone devel ops an X-ray tube that has a snaller
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focal spot than what we are using now and has sufficient NMA
to allow you to do better contact imaging and a shorter SID

If you are going to nmake it that specific, should
it be for focal spots .3 or larger? | amjust concerned
with, again, that kind of specific proscription.

DR HENDRICK  Yes. The whole idea here, | think,
is that in the past, cheaper units have dealt with | ow
output by shortening the SID. So it is a conbination of
errors, actually, and they haven't necessarily strived to
get a small focal spot.

| mean, what you are really concerned about here,
| think, is the resolution you end up with in the breast,
what you are resolving in the breast.

DR KCPANS. 1Is there a way of instead of just
saying no shorter than 55 centineters, sonmehow talking in
terns of resolution? | understand why you want to prevent
.6 focal spot frombeing at 50 centineters, but that, again,
is one end of the issue as opposed to the other.

DR HENDRICK: R ght.

Joel ?

DR GRAY: There is also another issue here. As
you shorten up the source-to-inmage di stance, you al so

increase the interval dose to the breast.
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DR HENDRICK Ckay. So it looks |like we have a
coupl e of options, leaving this as is with the definition of
cont act manmmography. There was sone comments suggesting
making it 50 centineters as opposed to 55 or renoving this
conpletely and leaving it as a requirenent in terns of
systemresol uti on which cones as (8) later on, which is I
think the nature of Dan's comrent.

Joel ?

DR GRAY: W already recomrended del eting the
next item(ii).

DR HENDRI CK  Yes.

DR GRAY: So | would recomrend deleting this
conpletely, all of item(6).

DR HENDRICK  Ckay. (ii) requires visual
indication of the selected SID which is a mnor thing
conpared to elimnating equi pnent with shorter-than-a-
certain SID, 55 centineters.

DR GRAY: Well, but as you stated, the resol ution
issue will take care of sone of this.

M. KAUFMAN It won't take care of the dose.

DR HENDRICK Yes. Cass' coment is it won't
t ake care of dose.

How does the coomttee feel ?

Penny?
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M5. BUTLER | understand Dan's p oint regarding
potentially new technology with snmaller focal spots, and you
can bal ance out the resolution of shorter SIDs. | think
this can possibly be handl ed under a variance and that we
shoul d keep this the way it is.

DR HENDRICK Keeping (i) and elimnating (ii)?

M5. BUTLER  Correct.

DR HENDRICK: (kay. Any nmajor disagreenent with
t hat ?

[ No response. ]

DR HENDRICK Ckay. "(7), Magnification. (i)
Systens used for diagnostic procedures shall have
magni fication capability avail able for use by the operator
at any tinme. This specifically is for diagnostic. It is
separating screening and di agnostic and applies only to
units used for diagnostic nmammogr aphy. "

Joel ?

DR GRAY: | have notes in here that the last tine
we recomended del eting both (i) and (ii) in this section.

DR HENDRICK (kay. Do we want to stick with
t hat ?

Joel said we recommended | ast tine deleting all of
(7).

Do you have in your notes why we reconmended that?
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DR GRAY: No, | don't.

DR HENDRI CK:  Penny?

M5. BUTLER | agree. | think it is
m cromanaging. | think nost of the units do have it
available. Certainly, it can be put in the guidance.

DR HENDRICK It alsois, to sone extent, dealt
wth -- well, noit isn't. |If you have nagnification, there
are resolution requirenents on that as well that cone into
(8), but it doesn't require you to have nagnification.

B i zabet h?

DR PATTERSON (ne of our problens with this was
we del eted the difference between screening and di agnostic
in our definitions and everywhere through there, and | think
that was one of the reasons why we decided we didn't want to
get back into that.

DR HENDRICK Rght. 1Isn't sone of this that
sone radiologists feel that you can do just as good a
di agnosti ¢ mammogr aphy wi t hout a hi gh degree of
magni fi cati on using spot conpression wth contact
mamogr aphy? That wasn't the issue? Ckay, | don't know.

Are we settled on | eaving that out?

Cass?

M5. KAUFMAN | guess | woul d just want some

confirmation fromthe radiol ogists that it is okay to do
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di agnosti c procedures wi thout the capability of
magni fication

| thought what we had decided was to delete (ii),
but we were going to keep (i) but make it a facility
requi renent so they had to have at |east one unit. A any
rate, | would like to hear what the radiol ogists think.

DR HENDRICK Larry?

DR KCPANS. | think you can do diagnostic
mamogr aphy wi t hout magnification. Wat do you all think?

DR D CRSI: The systens have gotten, | think, so
good now in contact, quite frankly, that what we are finding
is magnification really just reduces noi se rather than
actual ly increase resol ution

| think we all teach that you can't do diagnostic
mamogr aphy wi t hout magnification. | amnot sure that that
is absolutely scientifically correct. So | amsort of on
the fence, but we don't knowif it is absolutely
scientifically incorrect. So | think until we know that,
the capability should be there for diagnostic work to do
magni fication

Part of the problemis, obviously, the increased
tinme and the notion, and that nmay be part of the reason why

you are not appreciating an increase in resolution, but I
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think it should be there until we know that it really
doesn't nmake a difference.

DR HENDRICK M ke?

DR LINVER | would agree, especially for
mcrocalcifications. | think there is certainly arole in
our practice and | think in nost practices for magnification
at this point.

DR HENDRICK (kay, but it is one thing to be
desirable. It is another thing to have it required in
regul ati ons for everybody who does di agnosti c.

DR LINVER  Yes.

DR HENDRICK: But that is what you are saying is
that you think it should be in.

Yes.

DR MONSEES: | would just like to reiterate that
anecdotal ly at |east, w thout any proof as stringent as Dan
would require, | think it really does help dramatically for
mcrocalcifications if you do it properly and if there is no
motion. It really is better.

DR HENDRICK | didn't even see you behind the
post, Barbara.

DR MONSEES: | know. | amhaving a hard tine.

DR HENDR CK  Any ot her comments?

[ No response. ]
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DR HENDRICK So is the spirit, then, to | eave
(i) inthere? Wat about (ii)? Leave that in there?

DR GRAY: W recommended del eting that before.

DR FINDER | just wanted to bring this up. At
the last neeting in April, both sections were del eted.

DR HENDRICK  Yes, that is what Joel had said.

DR FINDER Right.

DR HENDRICK: But we are hearing now that we
definitely want to put the first (ii) in. The question is
do we want to put both first and second parts in.

B i zabet h?

DR PATTERSON (One of the comments that was nade
was that we shoul d use the term nol ogy "systens used for
magni fi cati on shoul d have" and not use "diagnostic." That
was one of the other comrents that was nmade at that tine.

DR HENDRICK  Yes, but --

DR PATTERSON | amquoting fromthe m nutes.

DR HENDRICK R ght, okay. | kind of like the
way it is witten in the regs better than that.

So leaving both in, is that the spirit of what we
woul d |ike to do?

M5. KAUFMAN | wo uld defer to the radiol ogi sts on
(ii). 1 don't know.

DR HENDRI CK:  Penny?
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M5. BUTLER Well, after listening to the
di scussion, | think naybe, then, leaving (i) in, but I
question the need for specifying the degree of
magni fication. | would like to again hear fromthe
radi ol ogi sts on how they feel about it.

DR HENDRICK | just have a general comment that
one of the problens we see -- well, two problens. ne is
that a lot of sites used the | argest avail abl e anmount of
magni fication rather than the one that gives the best
resolution in the breast, and those usually are quite
different. The second is that in the physics testing, a |ot
of physicists don't actually test the small focal spot
correctly when they test resolution, but that is a separate
I Ssue.

DCan?

DR KCPANS. | agree with you. | have seen
situations where too much nagnification is used relative to
what the systemreally should be doing, but | guess at sone
point, you need to say what you said earlier, what is
magni fication

| think 1.4 or higher or sonething like that is
not unreasonable. Someone could say we do a 1.2 mag, SO we
have magni fi cati on.

DR HENDRICK: R ght.
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DR KCPANS: | amnot sure that is magnification.

DR HENDRICK But | think the upper limt was to
prevent sites sort of necessarily using the highest
avai | abl e magni fi cation, which would be above to and give
terrible results.

So it sounds like we would like to | aeve this.

"(8) Systemresolution. (i) The focal spot shall
be such that" -- well, you can read it. It basically says
you have to have 11 line-pairs per mllineter with the test
pattern oriented with the bars perpendicular to the
anodecat hode axi s whi ch nmeasures the blurring due to the
| ength of the anodecat hode, and 13 |ine-pairs when the bars
are parallel to that axis, which neasures the width of the
focal spot perpendicular to the anodecathode. This is not
conpl etely specified because, for this to be a reasonabl e
test, you have to specify the distance of the test pattern
fromthe plane of the breast support, and the ACR specifies
4.5 centineters above center, left to right, and 2
centineters in fromthe chest wall, approxinately.

| think if we are going to have this, we need to
add that. If we are not going to add that, we need to
del ete the whol e thing.

Conment s?

Cass.
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M5. KAUFMAN | thought at an earlier neeting that
we decided that we did need to add the distance thing in
here and that we were going to keep it.

DR HENDRICK (kay. Now, this is, again, a
physi ci st performance test under the current ACR situations
or you could do a focal spot size neasurenent.

In the C tests that are in the final rules, is
this also in there?

M5. BUTLER The line-pair resolution is in there.

DR HENDRICK It is in there as 11 and 13?

TC

M5. BUTLER  Yes.

DR KCPANS. Barbara was just pointing out to ne,
is there a problemw th this? You say the focal spot shall
be such that with the filmscreen conbi nati on "using the
facility, the systemshall provide." Does that nean if you
then go to a digital detector that has | ower |ine-pair
resolution capability, you can't use a different focal spot?
I n other words, you would have to still stick with the one
that was capable with high resolution with filn®

DR HENDRICK | think this isn't relevant to
digital.

DR KCPANS: |Is that clear, though? In other

words, | could envision this as being the X-ray tube that |
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amgoing to use, if | put a filmscreen detector under it,
it has to be capable of doing this. Wereas, if | amusing
a digital detector, alot of the digital detectors nay be
add- ons.

DR HENDRICK  Yes, | understand your
interpretation. That may be the right one.

DR KCPANS: | think that is the intent, though.

DR HENDRICK Yes, | think that is the intent.
It is atest onis your focal spot too big or not,
basically, the way it is witten here.

DR KCPANS. R ght, but if you had a digital
detector that had 5 line-pair per mllinmeter capability,
then it would be better to work with a focal spot that was
mat ched to that as opposed to nmaybe a | ower output system
that was small enough to neet this requirenent. Do you see
what | am sayi ng?

DR HENDRICK Yes, | see what you are saying. It
could inpose constraints on digital that you may or nmay not
want there.

DR KCPANS. Variance, again?

DR HENDRICK No. | don't knowthat this is
terrible.

Even if you use a digital image receptor, you
still don't want the domnant | oss of spatial resolution to
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come fromthe focal spot. So | don't knowthat it is really
out of line here, but when it is applied to fil mscreen
systens, it is a test of the whole system perfornmance. Wen
applied to digital, it is a test of the focal spot.

Joel ?

DR GRAY: Dan, one of the reasons that | have
seen in the digital systens that | amtal king about, CR and
not in mamrogr aphy, one of the reasons that they are
performng as well as they do, even though they exhibit |ess
resolution in screen-film is that they have higher
nodul ation at the | ow frequencies, and by doing this, by
requiring higher resolution, if you will, fromthe focal
spot, you are assuring that you have nore nodul ati on at
t hose | ow frequenci es.

So | think there is a distinct advantage in this.
Now, whet her the wording here would be directly applicable,
| don't know.

DR HENDRI CK:  Penny?

M5. BUTLER (One of the things we di scussed during
the QC section was the one that you just nentioned that the
resolution tests the entire system including the film
screen conbi nation, as you do this test.

| amwondering if, perhaps, we should include

sonet hi ng about neeting NEVA focal spot perfornmance
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standards in this section as an alternative in case the film
screen test shows that you are not neeting the 13 and 11.

The reason | ambringing this upis, currently, in the ACR
manual , basically, if you don't neet the 13 and 11, you
should test using a slit canera and see if you neet the NENVA
specs.

DR HENDRICK: Yes. This, again, gets messy
because we have got it in the QC part of the regul ations
already. The question is do we also need it inthis
equi prent performance part of the regul ati ons separately,
and then, if we have it here, do we need to specify if this
fails, go on and do this further test, which is a further QC
test.

M5. BUTLER No. CQurrently, the way it is witten
inthe QC, the way we left it yesterday in the QC section
was that this is a systemresolution test, and basically, if
you don't nmeet the 13 and 11, you have to find out what is
causi ng that and sort between focal spot versus inage
receptor or anything el se you have got there, although it
wasn't witten that way. | think it wll conme out in
gui dance, but it wasn't witten that way in the regul ations.

DR GRAY: Yes. In the QCsection, it is referred
to as systemresol ution.

M5. BUTLER As it is here.
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DR GRAY: (h, is this here, too?

DR HENDRICK: Yes, which is correct if you are
tal king about filmscreen.

DR GRAY: R ght.

M5. BUTLER But if you are tal king about the
manuf acturer conplying with this, basically, they are stuck
with their geonmetry and their focal spot, trying to nmake
sure they conply with this based on those paraneters rather
than the inage receptor.

DR HENDRICK: Yes. So do we think it should be
left in here as a system perfornance and equi prment
performance criterion?

M5. BUTLER | would recommend taking it out and
just leaving it in the QC section.

DR HENDRICK That is fine.

DR GRAY: Does that create a problem though? If
it isinthe QC section, that doesn't say that the equi pnent
must neet this criteria when it is installed and deli vered.

DR HENDR CK That is true, but this doesn't
really say that either. | nean, this is still a facility
requirenent. It is not a manufacturer's requirenent.

DR GRAY: Wll, then we don't need it here.

DR HENDRICK That is what Penny is saying.
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So at least this side of the roomthinks we shoul d
delete it here and leave it as a C test on system
resolution. Any disagreenent?

Rta?

M5. HEINLEIN No. | just think it has to be
sonewher e.

DR HENDR K Ckay.

M5. HEINLEIN So | don't have a problemwi th
nmoving it to CC

DR HENDRICK: (kay. Wiat about (ii), for systens
providing magnification, a focal spot that neets the
follow ng requi renent shall be provided? This is specifying
that you have to get at least this 11 and 13 in
magni fi cati on node, as well as contact node, which a |ot of
current systens don't neet, by the way.

Yes. Dan?

DR KCPANS: Isn't that the point | was naking
earlier that, in fact, with the contact nmammography, the
resolution is actually very simlar, if not the sane, to
magni fication? You are actually codifying that, saying it
only has to be the sanme, and then the only difference would
be noise, right?

DR HENDRICK No. You are saying that you can't

use -- and actually, what needs to be added here is that
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this should be tested under clinically relevant conditions.
What you are saying is, when you go to magnification node,
you shouldn't resolve less in the plane of the breast. .5
centineters above the breast support surface.

DR KCPANS. But if you are going to require
magni fication, and nost of the radi ol ogi sts agree you shoul d
require magnification, it would seemto ne that
magni fi cation should have to give you better resolution than
the contact inaging capability. Qherwi se, why require it?

DR HENDRI CK: Because the truth is that what you
gain frommagnification is blowi ng up the size of whatever
you are |l ooking at, mcrocalcifications or specul ated edges,
relative to the noise pattern in the film

DR KCPANS. Yes, which is what | was saying

earlier.

=

HENDR CK: R ght.

=

KCPANS: It is the noise benefit that you are
getting.

DR HENDRICK: R ght.

DR KCPANS. So you don't want to require higher
resol ution?

DR HENDRICK | think there should be some
requirenent. | just don't knowthat this is correct

because, when I do these neasurenents, | find it inproves in
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one direction and degrades in the other direction. It is
very hard to neet 11 and 13 with nagnification as used
clinically, even with the m nimum avail abl e magni ficati on
factor.

Penny?

M5. BUTLER | found the sane things in ny testing
in sone units. So | amreally at a | oss on what
recommendati on to nmake right now because, basically, | have
no data to suggest what it should be under nagnification,
but I have a feeling that 13 and 11 is maybe a little bit
too stringent.

DR HENDRICK:  Joel, do you have any comments or
opi ni ons?

DR GRAY: No.

DR HENDRICK (kay. W have two choices. It
sounds like we can leave it as it is here. W have taken
out (i). Do we want to renove (ii) to a QC test requirenent
that if they have nagnification, it should be tested and
nmeet sone standard, or do we want to take this out
conpletely or leave it in here as it is?

Penny.

M5. BUTLER | think the backup, particularly

regarding the snmall focal spot is to go back to the NEVA
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standards, if it doesn't neet the 13 and 11. Maybe we
shoul d consider adding this into the QC section.

DR HENDRICK | would agree that if we are taking
(i) out for contact mammography and putting that in the QC
section, this second part, if it goes anywhere, should
probably be in the QC section. | think it is still open
what exactly should be in there, though.

Maybe your suggestion that if you try the |ine-
pair resolution, if that fails in nmagnification to neet
these criteria, then you go back to focal spot neasurenent
using the slit.

Rta?

M5. HEINLEIN Ed, what did the comments say for
this section?

DR HENDRICK (8)(ii), there are just a few
comment s.

M5. HEINLEIN  So do you get the inpression from
the fewer comments that nost of the people that read that
accepted the way this was witten?

DR HENDRICK Let me just review themreal
qui ckly here. Yes. There were comments |ike the
magni fi cati on should be taken at clinical geonetry, which
is, | think, a correct suggestion; that you shouldn't test

the unit at a specified geonetry if it differs fromwhat is
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done clinically. There were several comments to that
effect.

Do you have your book? They are on page 180 and
181.

M5. HEENLEIN R ght.

DR HENDRI CK:  Those were the only coments that |
t hought were really useful in this. W are saying do it at
a clinical geonetry.

Yes. Joel ?

DR GRAY: | would suggest that we delete this
section. At the present tine, there doesn't seemto be
enough under standi ng anong the commttee nmenbers as to what
nunbers we should be using or if this is an effective test.
So, based on that, | would recommend del eti on.

DR HENDRICK Rta?

M5. HEINLEIN  Then, is there sonewhere in the
regul ation that tal ks about resol ution perfornance and
effective focal spot? | nean, wasn't that the whol e purpose
here when we had this discussion initially, was to take it
away from specifying what a focal spot size should be and,
instead, tie it altogether and say this is what the system
shoul d be capabl e of resol ving?

DR GRAY: That is correct, Rta, but the point I

amnmaking is we don't know what nunbers to put down here.
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Therefore, we are regul ating sonething incorrectly w thout
any scientific data.

M5. HEINLEIN | appreciate that. | guess the
question then becones do we need to have sonething in here
that has anything at all to do with resolution or focal spot
size or if it is stated that it is a specific focal spot
size that it shouldn't be any larger or snmaller than a
certain percentage, or is that just covered under NEMA?

DR GRAY: Yes. NEMA standards still apply, but
that sinply requires the focal spot size to be within a
certain factor of the stated snall and | arge focal spot
Si zes.

What | woul d suggest is noving this nmagnification
test to the QC part, requiring the physicists to test in the
clinical magnification setup, and find out what the spati al
resolution is, not necessarily setting 11 and 13 as the
requi renents.

M5. HEINLEIN Wasn't the purpose that on
magni fi cation, you should have at |east the sane, at a
m ni nrum the sane resolution that you woul d get on contact
nmammogr aphy?

DR HENDRICK  That was the original thinking, but
it turns out that is not always the situation, even though

the image quality has inproved for other reasons. You are
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magni fying the object relative to the grain size and noi se
size on the film

Dan?

DR KCPANS: Just to answer what Rita is saying, |
certainly would | ove to see specifications, but | would
agree with Joel and Ed that one of the things we have
learned -- and | think nost radiologists haven't had their
resol ution checked in an objective way with nagnification --
the spatial resolution, we have, | think, four different
manuf acturer systens. | think only one of themis actually
11 and 13 at nmag, and the others aren't.

The image quality is inproved because there is
noi se reduction, but the spatial resolution is actually
equi valent or less. | don't know that there are nany
manuf acturers that can actually nmeet this now

DR HENDRICK: Do any nmanufacturers want to
conmment ?

Except John -- no, go ahead, John

[ Laught er. ]

MR SANDRI K John Sandri k, CGE Medical Systens.

| would certainly agree that, in general,
particularly if you do not specify any particul ar geonetry,
| could pretty well say you will not neet these resolution

requirenents for any arbitrary geonetry.
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| think in sone geonetries, we can. |[|f you go
particularly to the maxi num nmagnifications avail able, you
are kind of at the border |line and, in sone cases, under
that border line of what these focal spots will provide in
resol ution.

| think it has been pointed out several tines the
advant ages enl arging the i nage, inproving signal-to-noise
rati o, but you are not going to see the resolution in
general under any arbitration condition.

DR HENDRI K So do we agree to nove this to a QC
test and not necessarily to specify alimt at this point
until we know a little nore for nmag?

[Affirmative responses. ]

DR HENDRI CK Joe.

DR GRAY: Initens (B) and (O under that, we
recomended del eting previously.

DR HENDRICK: (kay. Can we nove on to (9), focal
spot selection? "Wen nore than one focal spot is provided,
the systemshall indicate, prior to exposure, which foca
spot is selected. Then, the recommendation of sonme of the
comrents was -- and | think we reconmended this as well the
last tine -- between (ii) and (iii) to put an "or." So it
reads, "Wen nore than one target material is provided, the

systemshall indicate, prior to exposure, the presel ected
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target material, or when the target material is selected by
t he systemal gorithm based on the exposure or a test
exposure, the systemshall display the target naterial
sel ected after the exposure." So one applies to
presel ection; the other two, automated selection. You can't
do both necessarily. 1Is that okay?

"(iv) Wen the selected target is related to the
kVp, the systemshall prevent exposure unless the correct
conbi nation of target and kVp is selected.”

There were sone questions, including ny ow, and
comment s about whether this was really needed.

D d we have a recommendation on this |last tine,
Joel ?

DR GRAY: W had a nodification the |last tine,
but I amnot sure what we recomrended for nodification.

DR HENDRICK Rta?

M5. BUTLER | think one of the reasons this was
discussed initially is that there are -- well, | amnot sure
how many, but there is sonme ol der equi pnent out there that
wll allowyou to go to a higher kV, and then you have to
autonatically select the different filter necessary for that
kVp. | think that is why this was di scussed originally.

DR HENDRI CK: Yes, Charlie.
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MR SHOMLTER M notes fromApril, what | have
interns of (9)(iv) was to delete the first portion of the
sentence up to the comma, "Wen the selected target is
related to the kVp," and the rest, just to continue with
t hat .

DR HENDRICK: The comments express some confusion
as to what is neant as stated here. So | think that woul d
clarify it.

Can we nove on, then? 1s everyone happy with th
way we decided to handle it the last tine?

(10) Focal spot location. This prescribes: "The
focal spot shall be located so that the ray falling on the
m d-point of the chest wall edge of the inmage receptor is
within plus or mnus 5 degrees of perpendicular to the inmage
receptor.” Wiuat did we do the |last tine.

DR GRAY: W recommended del etion of item (10)
the last tine.

DR HENDR K Ckay.

DR PATTERSON  And the commrents this tine were
also in favor of deleting it?

DR HENDRICK: There were coments to the effect
that it would be difficult to nmeasure in the field. e

comment suggested the nedi cal physicist should not be
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required to neasure this. | assunme they wanted the State
people to neasure it.

Yes, there were a |l ot of objections to this, a
reasonabl e nunber of comrents pointing to the | ack of
clarity, the difficulty in neasuring it in the field.

So are we happy in deleting it, leaving it
del et ed?

[Affirmative responses. ]

DR HENDRICK (kay. For both (i) and (ii).

"(11) Fltration. (i) CGeneral. Each system shal
conply with the beamquality requirenments of 1020.30(m (1)
of this chapter for the mninumhal f-value layer...." There
were sone comments to the effect that this should be
restated not in terns of beamquality, but as half-val ue
layer. | thought those were good, that comment.

It gave specific |anguage that this should be
restated as a requirenent on hal f-val ue | ayer and shoul d
read, "The half-value |ayer for the kVp setting for a 4.5-
centineter breast should be neasured using 99.97 percent
pure alum niumand shall conply with the beamquality
requi renents of 1020. 30."

| ndependent of what you use as the material, do
you agree with restating this as a hal f-val ue | ayer

requirenent rather than a filtration requirenent?
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Penny?

Cass says yes.

M5. BUTLER | also agree, but again , | am
wondering since this is covered in the QC section, we can
mani pul ate it here, but should we nove it to the QC section?

DR HENDRICK Yes. It is already covered in the
Federal manufacturer requirenents. It is covered as a (C
neasurenent. Should we delete it here?

M5. BUTLER It seens to be the direction that we
are noving in.

DR HENDRICK  Yes, it does. kay. So we would
renove it here, then, and it would be in QC. So we woul d
have to nove it as a QC requirenent.

Sonme of the comrents nen tioned this, this provides
a | ower bound on hal f-value layer. It does not reconmmend
anyt hi ng about an upper bound.

Penny?

M5. BUTLER W discussed in the QC section that
we shoul d include the upper |evel.

DR HENDRICK: (kay, so you have covered that.

M5. BUTLER But, Charlie, you raised a question
on that. Could you restate that? Do you renenber?

MR SHOMLTER Vell, | think the only thing I

said was -- | don't know what | said, but what | wll say
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now is that, obviously, there are argunents for and

i ncl udi ng an upper bound on the hal f-value |ayer; that there
are other paraneters in play that tend to keep the half-

val ue layer fromgetting too higher, and we were not

per suaded when we wote the proposal that it was necessary
to have an upper bound as a Federal regulation.

Wi | e everyone understands it is a good idea not
to have a half-value layer that is too high, we were not
persuaded that that should be a Federal requirenment. |If the
commttee wants to advise us that they think that shoul d be
a Federal requirement, we are ready to hear that, but we did
not believe that when we wote the proposal.

DR HENDRI CK  Hizabet h?

DR PATTERSON  Looking at the mnutes fromthe
April meeting, the conmttee did agree to add an upper limt
to that.

DR HENDRICK (kay. The only situations that |
found are that there are sone ol d gl ass-w ndowed X-ray tubes
that had been used for mammography that gave very high half-
val ue | ayers, whether you used filtration or not. They were
filtering the beamquite heavily and, as a result, had

pretty | ow out put.
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| haven't seen any of those in several years. $So

| don't know if anyone el se has practical experience on this

or not.
DR GRAY: Was that dedicated equi prment?
DR HENDRICK It was dedi cat ed nmammogr aphy
equiprment. It was just a gl ass-w ndowed t ube.

DR GRAY: Along tinme ago.

DR HENDRI CK:  Yes.

Ckay. | don't hear any strong feelings about
having an upper Iimt. So this would, then, get renoved,
and it would fall back on a manufacturer's requirenent and
as a QCtest. Wth a lower bound only, is that what I am
hearing for the QC test?

[Affirmative responses. ]

DR HENDRICK (kay. W would al so, then, renove
(ii) for variable filtration, parts (A and (B). Is that
correct? (A, (B), and (O?

M5. BUTLER No. This doesn't appear to be really
a thing. It isnot atest. It is sort of a design
t hi ng.

DR HENDRICK Yes, it is a design thing.

M5. BUTLER So naybe it should be like a
subsection of variable filtration with those specifications

t her e.
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DR HENDRICK | was just trying to see. It |ooks
i ke the recommrendation we nade |last tine was to keep this,
but tolink (B) and (© wth an "or." | don't know t hat
there is any point in having a different date for (C than
(B).

DR GRAY: ¢ deleted the date.

DR HENDRICK W deleted the date. Ckay. So we
woul d do that and keep it as a perfornmance requirenent?

Mar sha.

M5. QAKLEY: Wiat are you finally going to do?
|"msorry. | mssedit.

DR HENDRICK: The proposal is for (i), to nove
that to a QCtest and renove it for (ii), variable
filtration, to keep that as an equi pment specification. Dd
we delete the effective date on (A or keep that as 5 years
out? | think we kept that.

DR GRAY: The last time, yes.

DR HENDRICK  Then (B) and (O woul d be whenever
these regulations go into effect. They would apply with an
"or" in between them

M5. MBURNEY: Does that nean for all equipnent?

DR HENDRICK: For all equipnent, at least (B) and
(O apply to all equipnent inmrediately when these regs go

into effect. (A would be 5 years later. If you want to
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di scuss whether (A) should apply just to newly acquired
equi pnent, that is fine. |Is that what you are proposing,
Rut h?

M5. MBURNEY: | don't have a feel for it one way
or another on that particul ar one.

DR HENDRICK | don't have a strong feeling.

M5. MCBURNEY: If it is retrofittable for existing
equi pnent .

DR HENDRICK | don't know of any equi pnent that
has variable filtration type or thickness that doesn't have
this kind of interlock, do you?

M5. BUTLER | would like to hear fromthe
manuf acturers if one does, but nost of the filtration units
are relatively newunits. | see a "no" back there.

DR HENDRICK:  You don't have any problens? Ckay.
So why don't we keep this as is.

| amgoing to stop here and turn it over to Joe
since we are down to (12). D d you want to take a break at
this point?

DR PATTERSON  Yes. | think we will take the
break at this tinme, and we will reconvene. Let's do a 10-

m nut e br eak.
| have one question, though, for the presenters.

I's there anyone who is planning on using slides at all?
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Over heads, okay. S ides? Anyone planning on using the
slides?

[ No response. ]

DR PATTERSON  Thank you

WII you renove those during the break, so we
don't have to | ook around? Thank you.

Ten m nut es.

[ Br eak. ]

DR PATTERSON Before we reconvene, | would |ike
to bring us up to date again or reenphasi ze just what today
I S supposed to be doing.

Back in April, the conmttee gave their
recomrendati ons to the FDA on what we thought shoul d be
there or shouldn't be there or howto change it, et cetera.
This session this tinme, we are supposed to be | ooking at the
public comrents regardi ng these and then our comments or
recomrendati ons regardi ng those public comrents. Let's not
rehash what we did in April, if possible.

Al right, you are on.

DR GRAY: | ampicking up where Ed left off, page
14917, item (12), dealing with conpression. | have tried to
sumari ze on the overhead sone of the comments in general
but I will go through each of these section by section if

there is any comments in particular.
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[ Over head. ]

DR GRAY: Conpression, we are |ooking at actually
four or five different aspects of it, the application,
deconpressi on, paddl e, paddle alignnent, and this alignnent,
there is some confusion here. Sone of the alignment issues,
we are dealing with the parallel characteristics as well as
the edge of the alignment of the front edge of the paddle
with the image receptor and the thickness display.

The nunbers, by the way, on the right in
parent heses are the nunber of comments received or roughly
t he nunber of comments saying sonmething to that effect.

Power conpression, yes. It is a nust. W should have it
soon. About 30 people nade a commrent to this effect.

One comment is that the foot control is specified
as too restrictive. This individual is |ooking nore towards
the future when apparently sonebody has sonething in the
back of their mnd that mght do the same job without the
foot control. | amnot sure what this is, but it was just a
statenent that it was too restrictive.

I nterestingly enough, three people said that the
fine adjustnment was a costly burden that provided no
benefit. | don't think Rita would agree with that,
especially fromthe | ook on her face.

[ Laught er. ]
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DR GRAY: Power and nmanual adjustnment is a nust,
must have both. It allows the technol ogist to use both
hands. Four people commented to that effect, and | think
nost people would agree that that really is the intention,
SO you can use both hands for positioning.

Not necessary to have the fine adjustnent powered
was interesting. Wuat do you think on that, Rta? | got
Rta with sonme hard candy in her nouth.

M5. HEINLEIN  Yes.

[ Laught er. ]

M5. HEINLEIN Not necessary to have the fine
adj ustnent powered. | don't knowthat it is necessary that
it be powered. | think that, again, if it is powered, it

just gives themthe advantage of keeping both hands on the

patient while you are naking those fine adjustnments. Is it
absolutely required? | mean, you could do it manual |y, but
you still, then, have to take a hand off of that breast in

order to do it manually.

DR GRAY: R ght.

There was sone feeling, | think, that -- no pun
intended when | said "sone feeling" -- that the technol ogi st
shoul d be doing it manually so they can actually feel, and

they felt better adjustnment was avail abl e nanual ly.
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M5. HEINLEIN  The only thing that determ nes when
to stop conpressing is the breast. So you need to have a
hand on that breast. So | think the feel of the knob
doesn't tell you anything. It is the feel of the breast
that tells you. So you need that hand avail abl e.

M5. KAUFMAN | was going to say that the fine
adj ustnent has to be automati c.

DR GRAY: | didn't go back and check that.

M5. HEEINLEIN | don't think it does say that.

M5. KAUFMAN.  No. | don't understand the comment.

DR GRAY: kay. Wll, naybe that was just a
m sunder standi ng i n the coment.

DR HENDRICK It just says it has to be operable
fromboth sides of the exam nee.

DR GRAY: kay.

M5. KAUFMAN  Yes, right.

DR GRAY: kay. So we will disregard that.

(ne manufacturer said that their systemgoes up to
17 pounds now. To upgrade it to 25 pounds woul d be
i npossi bl e and costly, and they have about 2,000 units in
the field.

Anot her individual said -- actually, | believe
there were two or three individuals who said that 25 to 40

pounds would result ininjury to the patient.
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Rta?
M5. HEINLEIN | have a question about the 17
pounds now and that to upgrade woul d be inpossible. 1Isn't

it currently required under accreditation that the unit

under power conpression neet 25 to 40 pounds? | mean, that
is currently, right now, under ACR accreditation. |Is that
correct?

DR HENDRICK: Yes. That is a QC test, but the
way this one manufacturer has escaped it is to call what
they do sone kind of autonated preconpressi on and not
conpression, not the final conpression which wuld be done
manual | y.

M5. HEINLEIN So it is a matter of senmantics.
They are calling it preconpression as opposed to automatic
conpression. Aside fromthese regulations, | amjust
wondering that these 2,000 units right now, | guess, are --

DR HENDRICK | think it is a problemfor these
units right now --

M5. HEENLEIN R ght.

DR HENDRICK: -- because the peopl e who use them
want themto go to hi gher conpression forces so that they
can be effective in nobilizing the breast wth automated
conpression, and the manufacturer doesn't want to do that

because they are afraid it will burn out their notors.
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M5. HEINLEIN It is a problem | nmean, | have
worked with those units, and you are right. That 17 pounds
is not sufficient conpression to nobilize the breast. You
wind up then having to take a hand away. It has the
potential for conprom sing positioning.

DR GRAY: (12)(i), that is basically a discussion
about the power conpression. The conpression device shal
provi de maxi num conpression and all those issues. Are there
any ot her points of discussion regarding the application?

Penny?

M5. BUTLER | just wanted to point out in the ERG
report on cost analysis that there was one manufacturer that
said they were unable to retrofit to conply with item(Q
which is the total pressure, and the cost of replacenent
woul d be $70,000. So you would have to replace the unit in
order to fix it.

DR GRAY: The sense | amgetting is people think
that is inportant, though.

M5. HEINLEIN | think it is real inportant.

| was at a facility that had failed accreditation,
and they deserved to. The sol e reason was poor imnage
quality due to blur and | ost of breast tissue centered

solely around the equipnent's inability to provi de proper
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conpression. Even at naxi numusing their hand, they
coul dn't get maxi mum conpr essi on.

DR GRAY: D[Dan?

DR KCPANS. | think I would certainly support the
requirenent for a mninunl maxi num | amjust curious about
the other end, limting it to 45 pounds. Wat are the data
for that? It really is pounds per square inch that is the
maj or issue, and of course, that varies with the breast size
and the elasticity.

Just to add a little question, the upper limt of
45 pounds, does anyone know where that cones fron?

DR GRAY: It cones from 200 New ons.

[ Laught er. ]

DR KCPANS: Thank you. | happen to conme from
Newt on, and | happen to know that is not where it cones
from

DR HENDRICK: | think it comes fromthe ACR C
manual s, and it was sonmewhat arbitrary. There is a paper by
Dan Sullivan on response to different conpression forces.

DR KCPANS. But that turned out to be pounds per
square inch, wasn't it, in terns of the |larger breast
instead of snaller and so on?

DR HENDRICK: There is also sonmething in there

about just absol ute conpression force, not per square inch,
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but | agree with your comments that, on the other hand, you
don't want this to have no naxi numat all.

DR KCPANS. Just to enphasize what Rta said,
with a very large breast, the upper maxi numwasn't
sufficient to keep it fromslipping inthe unit. So | am
not sure | would change it, but |I don't know what the
science is to make 45 the upper limt.

DR GRAY: Rta?

M5. HEINLEIN As it is currently in the
regul ation, this maxi numof 25 to 45 pounds, as it is in the
regul ation, would not go into effect until 5 years after
this was enacted.

DR GRAY: According to ny notes, we struck
effective Cctober 1, 2000 at the last tinme we di scussed
this.

Is that correct, Charlie?

DR FI NDER  Yes.

DR GRAY: kay.

M5. HEEFNLEIN | nmean, | think it is very, very
inportant for the overall quality of mammography.

Now, it nmay be that if there are 2,000 units out
inthe field that are going to cost $70,000 each to nake
t hat change, then maybe it does have to be pushed back 5

years, and that woul d perhaps give facilities enough tine to
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get ready to make that change, and I have no problens wth
that, particularly because of the nunbers, but |I think it is
vitally inportant.

DR GRAY: Do we want this to apply to present
equi pnment or to equi prment purchased after the effective date
of the rules?

M5. KAUFMAN Pres ent, but 5 years out.

DR GRAY: Present, but 5 years out.

Do | hear 10 years?

M5. HEINLEIN  No.

| nean, the only reason | would agree to the 5
years out is because of the potential financial inpact, and
| am assum ng these nunbers are accurate, of 2,000 units at
$70,000 or however, even if it was $60,000 each, and | think
that woul d be sonmething that | suppose the FDA has to wei gh
the financial inpact of that.

So, in that regard, | woul d have no probl ens
nmoving it 5 years out. | would certainly prefer to see it
go into effect imredi ately, but when you wei gh the financi al
i npact, | can appreciate where you mght be comng from

DR GRAY: C(Cass?

M5. KAUFMAN | don't know. Is 17 pounds a

sufficient anount of conpression? Qurrently, | don't know
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the answer to that. |If it is, thenthat is fine. If it
isn't, then they have got to bite the bullet.

DR GRAY: Esther?

M5. SO AWARELLA: M concern is for the consuner
perspective. They don't know. They go to a facility, and
if they are mssing anything, | think it is very serious,

t he conpression issue.

M5. HEINLEIN | agree. | think the conpression
i ssue IS very serious.

M5. SC AMWARELLA:  How woul d you bal ance t he
concern of the consuner between cost?

M5. HEINLEIN  You can. It is nuch nore difficult
for the technol ogist, but with a good quality technol ogi st,
t hey know how to create eight hands out of the two hands
that they have. In order to manually conpress, it is just
to make sure that there is sufficient manual conpression
avail able to maintain the breast in position.

M5. SC AWARELLA: There are two issues, but ny
concern is that sone consuners have problens with the pain
they suffer and they don't want to come back. There are a
ot of things on that issue because the equi pnent is not too
good, and | debate about that, too.

DR GRAY: Let ne clarify here. | think what we

are tal king about is 17 pounds under power conpression, but
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these units will still do higher than that manual ly; is that
correct? So we can still get the conpression nmanually. It
is just not available with the power conpression.

Dan?

DR KCPANS. That clarified sonmething for nme, but
we have done sone prelimnary work on vari abl e conpression
the issue of disconfort for the patient and so on. It is
inpressive to ne how the last bit of conpression really
sharpens up an inmage in terns of noving the object closer to
the film spreading the structures apart.

| think 25 is probably a good | evel to shoot for,
and | would agree with Rita. | think conpression is very
i nportant.

| think what you want to do is have sufficient
capability in the systemto do what the technol ogi st needs
to do to get the best image. | have little doubt that there
are breasts that are slipping if you can only get the 17
pounds. | don't have the science for that. That is
anecdot al .

DR GRAY: Charlie?

DR FINDER | just want to correct sonething
said. Wen | said about imediately, | was tal ki ng about

(12)(i). For (12)(O, it was, at least fromthe | ast
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neeting, for the year 2000. That is when it was
recommended. | just wanted to clear that up.

DR GRAY: So (12)(i)(A) and (B) woul d be
imedi ate, and (C would be the year 2000 or 5 years?

DR FINDER That is what was recommended in the
April neeting.

DR GRAY:. kay. Does anybody have an objection
to that? Especially bearing in mnd that we have powered
conpression to 17 pounds. W have greater than that
manual | y now.

M5. KAUFMAN  How rmuch conpression do you nornal |y

use now routinely? 1 don't know the answer to that.

M5. HEINLEIN | don't know that | know t he answer
tothat. | nean, there are sone units that give you a
r eadout .

DR HENDRICK: W have data on that. You very
sel dom max out the conpression, but you operate in a range.
Unfortunately, this is all in decaNew ons.

M5. HEENLEIN R ght.

DR HENDRICK | wll give you the data.

M5. KAUFMAN  |s that 2000? | nean, | don't know

DR HENDRICK:  Probably not. The question isn't

what you conpress to ultimately. It is does 17 pounds or
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what ever you sai d was your m ni nrum aut onmati c conpression for
us to nobilize the breast in pretty nuch all wonen.

| al so know anecdotal ly that sone units that the
manuf acturer is saying can't achieve nore than 17 pounds
because of the way they have set up their powered
conpr essi on have been changed to go to the 25 pounds, and
they haven't burned out their notors |ike the manufacturer
claimed they woul d do.

So that is not on all 2,000 units. That is on
sonme of the units. It seens to be achievable. It is nore
protection for the manufacturer and service of that
equi prent than a real limt, it appears.

DR GRAY: So can we recommrend to the FDA that
itens (i)(A) and (B) be effective immediately, and (Q, 5
years after?

M5. WLQOX- BUCHALLA: Pam W1 cox-Buchal  a, ACR

| just have a point of clarification. Wen you
say i nmmedi ate, does that nmean fromthe date of publication
which is proposed to be Cctober or a year fromthen?

DR PATTERSON Wen they go into effect a year
after the date of publication.

M5. WLQCOX-BUCHALLA: So, if you were to change
this to immediate, it would be 2,000 units that had one year

to be repl aced.
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M5. KAUFMAN | f finalized.

M5. WLQCOX-BUCHALLA: But they are saying it is
going to be finalized Cctober 1 of this year.

M5. KAUFMAN  Then they have one year after that.

M5. WLQOOX-BUCHALLA: R ght. So that is less than
2 years. Plus, nobody is going to know that until they cone
out in Cctober.

M5. HEINLEIN But we are saying that that part of
the 25 to 45 pounds woul d be 5 years out.

M5. WLQOOX-BUCHA LLA: Ckay. | just wanted to get
clear what "inmedi ate" neant because, when we tal k about
replacing a significant portion of the units, we need to
t hi nk about whether that is actually possible for the
vendors, let alone the cost of it.

M5. HEINLEIN But we are not saying that.

M5. WLQOOX- BUCHALLA: | know we are not for this,
but just because it canme up at this point, | just wanted to
nmake sure that we were clear.

DR GRAY: CQCarl?

DR DOCRSI: This is nothing to do with
regul ations. | just have a request for the nmanufacturers
that they have sone kind of a standard pressure gage to
neasure this pressure, so that we know basically we can | ook

around and see what type of conpression we are getting.
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| know sone of the nmachi nes have them but they
vary i n decaNewt ons, New ons, bars.

DR GRAY: The ACR nmanual shows a photograph of a
bat hroom scal e that costs about $15.

DR DOCRSI: Yes, but it isreally difficult to
put a breast on a scale when you are conpressing it.

[ Laught er. ]

M5. HEINLEIN And sone tines those breasts wei gh
so nuch that you automatically get a higher pressure. Some
of themjust record F, 19F. | amsure the patient has a few
i deas what F mght be with that conpression, but | guess it
just nmeans force, but that is all it said. So you are
right. | think that is a really inportant point that they
vary fromunit to unit.

DR GRAY: Does anybody have any problemw th the
way we proposed it? (i)(A and (B) immediately, and (C, 5
years.

Cass?

M5. KAUFMAN  That is fine.

There was on e comment, though, that tal ked about
mai ntai ning the force for 15 seconds.

DR GRAY: | have got that comng up here.

M5. KAUFMAN  Ckay, thanks.
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DR GRAY: kay. Item(ii), deconpression,
basically says that there has to be an override if you want
to-- well, let neread it. It says, "If the systemis
equi pped with a provision for autonatic deconpression after
conpl etion of an exposure or interruption of the power to
the system the systemshall al so provide an override
capability to all ow nmai nt enance of conpression and shal
conti nuously display the override status."

There were a couple of cooments on this, and one
of themwas, nust the display of the override status work if
the power fails. In other words, if there is an LED readout
and you would want it to work in the case of a power
failure, then you woul d have to have sone type of battery
backup.

Anot her individual said let's not be so specific
and allow for other nethods. 1In other words, reword this to
enphasi ze outcones. There were several comments in here
saying that we woul d be better specifying outcones.

Section (B) under that is, "Each system shal
provi de a manual emnergency conpression rel ease that can be
activated in the event of power or automatic rel ease
failure," and (O, "If the systemis equipped with a renote
conpression rel ease control for the operator, the rel ease

control shall be located in a position that allows the
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operator to observe the examnee during activation of the
rel ease control ."

Any comments about section (ii), de conpression,
now?

[ No response. ]

DR GRAY: kay, noving on. Section (iii),
conpressi on paddl e, "Systens shall be equi pped with
different sized conpression paddl es that nmatch the sizes of
all full-sized inmage receptors provided. Conpression
paddl es for special purposes, including those smaller than
the full size of the inmage receptor (for 'spot conpression')
may be provided," and | enphasize the word "nay" there.

"Such conpressi on paddl es for special purposes are not

subject to the requirenents of paragraphs...," specified
her e.

"When conpression is applied, the conpression
paddl e shall be flat and parallel...,"” let's hold that one

for a second.

| amraising a question about why we are using the
word "may" relative to spot conpression devices. Let's see.
Can we take a | ook at the next overhead, please? | thought
there were sone conments.

[ Over head. ]
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DR GRAY: Yes. These are somewhat out of order.
Requi red at the spot conpression, be available at al
facilities, and there were two peopl e who nade that comment.
Was there sone question that this is a "nmay"?

Dan?

DR KCPANS. You don't need spot conpression in a
screening facility, for exanple.

DR GRAY: (kay. Does that sound reasonable to
everyone?

[Affirmative responses. ]

DR GRAY: kay. Then, it will stand as it is.

Any ot her comments regarding (iii)(A)?

[ No response. ]

DR GRAY: (B), "Wen conpression is applied, the
conpression paddl e shall be flat and parallel to the breast
support table and shall not deflect fromparallel by nore
than 1.0 cmat any point on the surface...," et cetera.

Then there is a testing procedure outlined there.

Coul d we go back to the previous overhead?

[ Over head. ]

DR GRAY. Apparently -- and | don't have it in ny
notes, but apparently, we agreed in the previous neeting to
del ete the section of paddle alignnent. At |east one person

pointed that out. A so, delete the test nethod, physicists
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can decide howto do that. Three peopl e nade that comrent.
(One person indicated if we do this at maxi num pressure that
this could result in cracking, especially if you are using a
small device in the interior of the conpression paddle.

Anot her individual said there is no scientific data to show
that the paddle nust remain parallel.

Next over head.

[ Over head. ]

DR GRAY: Requirenments are difficult to nmeet on a
24-by-30. MNonparallel may be beneficial, and | shoul d poi nt
out that there are at |east one or two vendors providing
nonpar al | el conpression paddles at this tinmne.

Si x peopl e wanted to know what the test obj ect
woul d be. Mst of themobjected to the hockey puck-type of
devi ce that was suggested, and one raised the question of
how fl at and how parallel.

| guess, to ne, parallel neans parallel. There is

on devi ati on.

Dan?
DR KCPANS. | have trouble with making this --
pardon the pun -- so rigid.

[ Laught er. ]
DR KOPANS. | guess | sort of have a conflict of

interest, although it is not a financial one, in that we
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have devel oped a paddle that tilts to conpress the front of
the breast which with a parallel conpression paddl e doesn't
get conpressed in many individuals. That has al ready been
shown in a study to inprove inmage quality.

Again, | suppose it could be a variance, and I
understand the intent of this was the old sort of floppy
paddl es that weren't really doing a good job of conpression
at all. You would like to avoid that, but | think it is too
restrictive, and in fact, there is another system the
Sophi e unit, where the conpression cones down at the chest
wal | side, trapping the breast, which is an advantage, and
then tilts down.

It says when conpression is applied, the
conpression paddl e shall be flat. That woul d not be
allowed, and yet, | think there is an advantage to doi ng
t hat, too.

So, sonehow, this needs to be either reworded or
el i mnated because there are already inprovenents that woul d
be, I think, violating this requirenent.

DR GRAY: Ed?

DR HENDRICK | can't think of any way to reword
this so that it really does what we want it to do. So |
guess | woul d suggest deleting it.

DR GRAY: Penny?
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M5. BUTLER | concur.

DR GRAY: Rta?

M5. HEINLEIN Well, | think one of the probl ens
with deleting it is that there are a nunber of equi pnment out
there that have conpression paddl es that, when you conpress
the breast, they tilt up at the chest wall, and then you run
the risk of losing tissue posterially.

Now, | have never done a study on that, Dan, to be
able to give any kind of scientific data on that, but that
was the reason behind it.

As far as Dan's comments, | have worked wth t he
conpression paddl e that you can adjust anterially to
conpress the front of the breast, and | think it is
outstanding. | think having the opportunity to work wth
it, I wish every piece of equipnent offered it because |
think it is really wonderful, although | have had the chance
to work with the other unit and I don't knowthat it is as
wonder f ul .

So | think it is tough. | think what we want to
try to do is to make sure that the equi pnment that is not
designed to have a conpression paddle that wll nove, that
the conpression paddle will not nove. | don't know how to
doit.

MB. WLQOX- BUCHALLA: Pam W1 cox-Buchal | a.
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Rta, |I think what we would see is, on the
clinical inmages, they are not going to pass if they have got
a floppy paddle. | see it all the time. So would it not be
appropriate, perhaps, to nove this to gui dance as opposed to
a reg and then be able to address these newer technol ogi es
that are comng along so that we don't elimnate good
equi prent ?

DR KCPANS. | amtrying to think of a conprom se
here. Despite what | think is a better paddle, | think
Rta' s point is well taken, and maybe Pamis solution is the
way to do it.

Per haps, if somehow you wote in -- and | don't
know t he exact verbiage -- if, by design, the paddle is not
intended to inprove inage quality by tilting, it should be
parallel or sonething like that. Too conplicated?

M5. SO AWARELLA:  You clarified the existing new
equi prent, but you include for the ones they don't have. |
think that woul d be a good i dea.

DR HENDRICK Yes. | would just suggest that you
i magi ne inspection procedures under the final rules if you
| eave any senbl ance of this in there. Your MXA inspector
is going to cone in and do sone test like this. It nmay not
be exactly this one, and I would say quite a nunber of sites

tell you that your paddles aren't parallel.
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M5. KAUFMAN  Again, | think we shoul dn't design
regul ati ons around i nspecti ons.

| don't know what the proposed inspection
procedure woul d be like, but |I suspect that it woul d not
include this test. W currently have lots of tests that the
physicist is required to do that we don't do during
i nspections, and | would anticipate that this woul d probably
be one of those tests, if we need it.

| rather |like Dan's idea about saying if it is
designed to be parallel, it needs to be parallel, and if it
is not, it doesn't.

| ama little bit concerned about waiting for
accreditati on because they only see those filns once every 3
years, and they pick their very best film So you m ght not
see the larger breasts, and that is kind of after the fact
because, then, they have been doing it for 3 years or
sonething like that. So | ama little bit nervous about
leaving it up to the clinical image review process to find
it.

DR GRAY: Penny?

M5. BUTLER | like the idea of putting it into
guidance, in effect. There is already gui dance out there,
the CDC ACR docunent for new equi pnent and al so the ACR

manual s as far as performnmance goes.
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DR GRAY: Rta?

M5. HEINLEIN | support what Cass said and wha
Dan said. | think we should just say if it is supposed to
be parallel, it should be parallel. If it is not designed
that way, then it is okay.

To what you said, Ed, you are right because peopl e
may go in and test these paddles and find out they are not
parallel. That is the whol e purpose.

DR HENDRICK Nothing is going to be parallel,
Rta.

M. KAUFMAN Vel I, it allows a 1l-centineter
def | ecti on.

DR HENDRICK Well, that is different from
parallel. That is another issue. The word "parallel" has a
specific meaning, and a 1l-centineter deflection is not
parallel.

M. KAUFMAN  Well, it shall not deflect from
parallel by nore than 1 centimeter

DR KCPANS:. Just to add anot her probl em here,
because | amnot sure howto resolve this, first of all, I
woul d disagree. | think once you have sonething in
regul ation, inspectors will use it potentially
inappropriately. W have seen that in the past, but the

other point to be nade is we have one systemthat is as
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rigid as you could ever want, and the technol ogists find the
patients hate it because it doesn't flex at all.

This is a tough regulation, and I woul d be very
careful withit. | ama little schizophrenic, | think, in
how | feel about it.

DR GRAY: Wiat shall we advise the FDA regarding
(B)? Muve it to guidance at this point? Does anybody
object to that?

DR HENDRICK Well, | object to noving this test
procedure to gui dance because it is untested, as far as |
know. Has anyone ever done this?

M5. KAUFMAN It is ny understanding that in al
of these tests that FDA got themfrom sone source; that they
weren't nade up.

| thought it was sonething that the AAPM cane up

DR HENDRICK Well, let nme rephrase the question.
Has anyone in this roomdone this? | hardly feel
confortable in acting on results that are unknown,
unpubl i shed, and haven't been tested out by sonmebody in this
room

DR GRAY: W had one hand back there.

MR SANDRI K John Sandri k, CE Medical Systens.
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At the risk of incurring sonme corporate wath, |
could at least tell you we have done the tests, and
generally, the paddles will not pass this test.

DR GRAY: | should point out a couple of
comments, and nmaybe | didn't put themon the overheads. e
was, since this thing is only a centineter-and-a-half thick,
one individual was concerned that sonme of these devices may
not actually continue the conpression down that low G her
i ndi vi dual s were concerned by putting a 12-centi neter-

di aneter device on a larger piece of thin plexiglass at 45
pounds, you may end up cracking it. So there are sone
concerns like that, and we don't have any answers to those
at this point.

So | guess what | would try to suggest at this
point is to nove the first sentence of (B), which is just
saying the thing should be parallel within a centineter or
so, perhaps noving that to gui dance and del eting the
conpliance test that is specified here. How do people feel
about that?

Penny?

M5. BUTLER | agree.

DR GRAY: R ta, agreed.

Ed?

DR HENDRI CK  Sure.
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DR GRAY: kay. So that will be the
reconmendation. W will take the first sentence, nove that
to guidance, and delete the rest of (B)

Item (Q, "The chest wall edge of the conpression
paddl e shall be straight and parallel to the edge of the
image receptor.” It sounds |ike notherhood and appl e pie
and all of that? Any objections?

[ No response. ]

DR GRAY: kay. "The chest wall edge shoul d be
bent upward, formng a lip to allow the examnee confort,
but shall not interfere with the image at the chest wall."
Ckay.

Dan?

DR KCPANS: Back to (O for a second, "The chest
wal | edge of the conpression paddl e shall be strai ght and
parallel to the edge of the inmage receptor.” Again, the
paddl e that we have designed actually takes into account the
fact that the axillary tail of the breast may be thicker and
will tilt to accommbdate that. Again, we can probably dea
wth that in variance. | don't know W wll deal with it
invariance. | don't want to tie up this conmttee on one
paddl e desi gn.

DR GRAY: Rta?

M LLER REPCRTI NG COVPANY, | NC.
507 C Street, NE
Washi ngton, D.C 20002
(202) 546- 6666



j am

M5. HEINLEIN  But, Dan, t he edge of that paddl e,
when you just bring it down, it is straight.

DR KCPANS: It is in the sanme plane, but again,
an inspector could say it is not parallel.

DR GRAY: Carl?

DR DCRSI: | just want to underscore what Dan
said. W are thinking of another paddl e design which
wouldn't fit this straight edge, also, but again, we can
deal with it in other ways. It is something to put in the
back of your m nd.

DR KCPANS. How about "aligning"” with the edge of
the receptor? Take out the "parallel."

DR GRAY: Well, first of all, there is the word

"straight" here. You are talking about a device that is not

straight.

DR D CRSI: Straight, correct.

DR GRAY: You are straight or you are not
strai ght?

[ Laught er. ]

DR DCRSI: | don't know It has gone both ways,
Joel .

| am speaki ng not about the parallel. | am

speaki ng about the straight edge in the back.
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DR GRAY: And the one you are proposing woul d be
or woul d not be?

DR DCRSI: Wuld not.

DR GRAY: Wuld not be. So the word "straight"
may be a problem al so.

DR D CRSI: Correct.

M5. HEEINLEIN | think that that should, then, go
to variance. | nean, | think straight versus curved is
important, and we have those old curved paddl es. That has
shown there was a | oss of tissue. That is why they went to
straight. | nean, this hasn't even been designed yet. |
don't think we should make changes in that. Isn't that
sonething, Carl, they could go for variance?

DR D CRSI: The edge, the back edge, not the
surface of the paddle.

M5. HEENLEIN Rght, | know That is what we are
saying, yes, the back edge. It shouldn't be curved
straight, and you are saying you are thinking about one that
woul d not be.

DR DORSI: Correct, yes. Let's get off of this.
It is just to put an idea in the back of your head that
there may be problens in the future. That is all

DR GRAY: Ckay.
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DR KCPANS. Wat about changing it to "aligned,"”
t hought, rather than "parallel"?

DR FINDER If | could just nake one commrent.

DR GRAY: Charlie?

DR FI NDER V¢ are now getting into really
m cromanagi ng the wording of this thing rather than the
concepts, and what we need to discuss here is not whether
you want to change one word or whatever, but whether these
things are appropriate overall.

W are still on (12) here. So | think we are
going to have to stick on the bigger issues.

DR GRAY. kay, nove on.

ltem (iv).

M5. KAUFMAN On item (D), there was a comrent
that said that the use of "should" has little neaning and is
unenforceable. If this itemis inportant to quality
mamogr aphy, then the requirenment shoul d be nandatory.

DR GRAY: kay. | think the Charlies can dea
wi th that issue.

Item (iv), conpression paddle alignment. Now, |
had a note in here that this is to be rewitten and
converted to sinpler language. 1|s there any sense in
spending any tine on this at this point?

Penny?
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M5. BUTLER | just want to point out that in the
C section, we referred to the section, and actually, we
should pull this out and stick it in the QC section in
si npl er | anguage.

DR HENDRICK Yes, | agree with that.

DR GRAY: kay. So item(iv) should be renoved
to the QC section, and actually, originally, we suggested
del eting section (D of (iv).

M5. BUTLER  Joel ?

DR GRAY: Yes.

M5. BUTLER Back on (A), also, the errors should
be corrected in the revision, plus or mnus.

DR GRAY: R ght, right.

Ckay. D splay of conpressed breast thickness,
item(v), previously, we suggested elimnating sections (A
and (B). So we are really only looking at that first
par agraph that says, "Effective Cctober 1, 2005, the
conpressed breast thickness shall be displayed invisible to
the operator during positioning." That elimnates the
conpliance test and the tolerance of plus or mnus a hal f-a-
centineter.

No commrent s?

DR FINDER Wat about the public coments? Wre

there any?
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DR GRAY: Yes. It should be deleted, the
question of the test object, flexibility of the arm These
sane i ssues keep comng up again throughout all of this;
that the test object has not been tested, whatever.

Before we go on to item (13), the techni que
factors, there was a recommendation the last tinme we
di scussed this that there should be a mninumtine specified
that the conpression device holds the conpression in place.
That was brought up by, | believe, only one person in the
public comrents, but | think it is an inportant issue that
should be dealt with. Are there any questions regardi ng
t hat ?

M5. KAUFMAN  Where are we? On (13)7?

DR GRAY: No. W are still on (12). There is no
comment in (12) about the conpression device being able to
hol d the conpression for any period of tine.

Then we said we felt that it was essential that it
holds it for sone period of tinme, and | don't think anybody
was willing to specify what that period of tine was, but it
shoul d be sonet hi ng.

MB. KAUFMAN  The comment said 15 seconds.

DR GRAY: The public comrents, yes.
M5. HEINLEIN D d you say there was one?
DR GRAY: Yes.
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M5. HEINLEIN  Ckay.

DR GRAY: Any other comments? Dan?

DR KGCPANS: | think it is a good public comrent
in that we have seen conpression devices that you bring it
down, it conpresses, and then it starts | osing conpression
while the tech is maki ng the exposure.

| don't know what the appropriate tinme would be,
but at |least 5 seconds, | would think. Mybe 10 woul d be
better because sonme exposures go fairly |ong.

DR GRAY: Wll, you would have to give tine for
the tech to get fromin front of the patient to around the
barriers. So you need sone reasonabl e period of tine.

DR KCPANS: Any science on how | ong that takes?

DR GRAY: W haven't done a study on that yet.

ltem (13), technique selection and display. Here
we go. There was a coment that this is already covered in
21 CFR 1020 and should apply only to manual node. The
qguestion was what factors need to be preindicat ed.

There was sort of an inplication in here that kW
and mAs shoul d be preindicated, but it doesn't say that, but
| think sonebody was asking for that clarification. Really,
the only thing you could preindicate is the kVp, and you

can't even do that on sone of the units.
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There was one comment that AEC is costly, and
sonebody said nost units may not have this feature, which I
find surprising.

(One of the issues that | would raise regarding the
MmAs readout, in particular, is that that is very valuable if
you want to do patient dose survey as opposed to putting
TLDs on the patient. You can have the technol ogi st record
the mAs and then go back and determ ne what the dose was to
a | arge nunber of patients.

So, going through the section, at the present
time, section (i) is selection of manual technique, nmAs
shall be available. Al technique factors shall be clearly
di spl ayed at the control panel prior to exposure. Wen
operating in AEC node, the systemshall indicate initia
technique factors prior to exposure, and that is the one
that at | east one person was questi oni ng.

Fol | owi ng AEC node use, the systemshall indicate
the actual kVp and nmAs used during the exposure. Actually,
that is the comment about the AEC, as the nmAs readout woul d
be costly and nost systens nmay not have this feature. |
think quite a few of themdo at this point. Sone of the
older units don't have it, but we have actually added it

onto a couple of our older units, and it is relatively easy
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to do with an in-house service engineer who is able to do it
I nexpensi vel y.

[tem (iv) under (13), all indications of kVp shal
be within plus or mnus 5 percent. W asked that that be
deleted the last tine. There is no need to specify the
accuracy on that readout.

M5. BUTLER Wi ch one are you di scussi ng?

DR GRAY: Item (13)(v).

M5. BUTLER kay. Can we just discuss the things
you outlined here first before we get into the stuff that is
effective 5 years later?

DR GRAY: Sure.

M5. BUTLER | would like to point out that on
(iv) where we tal k about indication of actual kVp and nmAs
that one of the manufacturers responded that they didn't
have a fix for this, and the fix would be replacing the
unit.

DR GRAY: Dan?

DR KCPANS. | would just like to put in support
for having this. As a radiologist, we use it all the tine
if there is sonething about the inmage that we are not happy
with, totry and determ ne what actually the exposure val ues
were, so we can decide whether it is just kVp or density as

the systens tal k about the nAs.
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DR GRAY: Yes.

Rut h?

M5. McBURNEY: |If the allowance for plus or mnus
5 percent is renoved, what woul d i ndicate conpliance, then?
Wuld it have to be exact, then?

DR GRAY: There would be no indicati on, no
i ndi cati on of accuracy.

M5. MBURNEY: So it would just have to be
di spl ayed.

DR GRAY: To put a plus or mnus 5 percent on a
readout like that, I amnot sure that is a reasonabl e
requi renent because, for the purpose it is being used for,
the accuracy is not -- at 5 percent, you are tal king about
roughly 1 to 1.5 kW

MB. McBURNEY: Right.

DR HENDRICK Isn't that a physics QC
requi renent, anyway, and that is why it was del eted here?

M5. MBURNEY: Ch, that is why it was pronoted
her e.

DR GRAY: Are we tal king about an indicator or a
calibration?

DR HENDRICK: W are tal king about the indicated
kVp --

MS. MBURNEY: R ght.
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DR HENDRICK: -- agreeing with the neasured kVp,
which is what this would be tested bhy.

MB. MBURNEY: R ght.

Is that already in the QC?

DR HENDRI CK  Yes.

M5. MBURNEY: (Ch, okay.

DR GRAY: Wll, are we tal king about it versus an
indicated or versus a set? If | amgoing to nake the test,
| would do it versus what | set, not necessarily what the
i ndi cator said.

DR HENDRICK No, it is the sanme thing. | nean,
you set it on the machine using the indicator on the
nmachi ne.

M5. KAUFMAN  What it says under QCis that the
kVp shall be accurate to within -- right now, it says plus
or mnus 10 percent, but | know we recomrended 5 percent
bef or e.

DR GRAY: O the indicated, right.

M5. KAUFMAN At the | owest and hi ghest clinical
val ues and at other commonly used clinical settings, the kVp
shall be accurate. | nean, it has got to be the indicated.
What else is there?

DR GRAY: Well, in manual node.

M5. KAUFMAN It is still indicated.
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DR GRAY: kay.

M. KAUFMAN  And | mght point out that there
were four commrents that agreed with the 5 percent accuracy.
There was one that disagreed, and there was one that thought
that the 5 percent was too lenient. So, overall, there
seens to be a lot of support for requiring an accuracy of 5
per cent .

DR GRAY: Does anybody recall why we recomrended
deleting this the last tinme?

M5. BUTLER Because it was in the QC sectio n

DR GRAY: kay. So we could still recomrend
deleting it since it is in the QC section; is that correct?

M5. BUTLER  Yes.

DR GRAY: kay. Going on to item(vi).

M5. BUTLER Wit a mnute.

DR GRAY: Penny?

M5. BUTLER | amvery concerned about those units
which are out there that don't have mAs indicators, and the
way this is currently witten, if I amnot incorrect, is
that when this goes into effect, they have to have nmAs
indicators. | think we need to give themsone tine to buy

new equi prent .
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There was anot her thing where we tal ked about it
into effect for 5 years for the facility. | would like to
recommrend that it goes in place here.

| just don't think there is going to be enough
time for alot of facilities to go through the whol e budget
process to replace a unit.

DR GRAY: Wiat proportion of units or how many
units don't have mAs indicators on them now?

DR HENDRICK: | woul d guess about 20 percent, 20
or 30 percent, sonething like that.

DR GRAY: Al right.

MR SHOMLTER This was proposed as bei ng nost of
these requirenents or nmany of themgoing into effect 1 year
after date of publication. That is also sonething that
could be up for consideration. 1Is 1 year enough tine? This
has been brought up a couple of tinmes. | know Pam brought
it upinrelation to one issue, and here it cones up again.

Is 1 year enough time to cushion the economc
i npact for some of these requirenents, or woul d sonme | onger
time be appropriate for the general run of requirenent?

That is another issue.

DR GRAY: | would raise the question in an

opposite way. |If these are needed for quality, can we wait

nore than a year?
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MR SHOMLTER A fair question.
DR GRAY: If there are specific ones like this,

we could call this out and nmake this a 5-year or a 2-year or

what ever .

Est her ?

M5. SO AWARELLA: | think we need to be
consistent with other guidelines. | mean, people need to

updat e the equi pnent who are doing it because they want to
performbetter. | think 1 year after the regulations are in
pl ace is fine.

M5. KAUFMAN | woul d never oppose the 1-year
requirenent, but | do think that it is mandatory that the u
nit have AEC, but the post-exposure nAs readout, while a
very nice feature, | amnot sure that it woul d be nmandatory
for health and safety and image quality.

DR GRAY: That is correct. It has nothing to do
with inmage quality.

M5. KAUFMAN  Yes.

DR HENDRICK Well, it has sonething to do with
image quality, but only if it gets tracked to the filmthat
the radiol ogi st |ooks at. Then it can be used to di agnose
whet her you have technique problens or not. |If it doesn't
get matched up with the film it is only useful to see, like

on nobile units, if your exposures are in the right ball
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park before you take a bunch of filns and don't process them
i mredi atel y.

DR GRAY: In order to nove things al ong, does
anybody have an objection to putting item(iv) at the 5-year
level ? That is the mAs readout for AEC node.

[ No response.

DR GRAY: kay, let's do that.

M5. HEINLEIN  Question, questio n.

DR GRAY: Rta?

M5. HEENLEIN Oten, if the unit does not have an
autonmatic kV, where the technol ogi st selects the kV, often,
they get into the routine of just setting one kV forever for
everybody, regardl ess.

Wth an mAs readout at the end, that at |east
gi ves themthe advantage of |ooking at the mAs to see if the
mAs is down at 45. Then, they knowif they are at 28 kV
that they can quite confortably drop down in kV and get a
little bit better contrast.

The reverse is true. |If they do everybody at 25,
regardl ess of who they are doing, and they get a 320 nAs
exposure, this is a clue that they can increase the kV and
reduce the exposure tine and reduce the potential for
nmotion. That is one thing that I know the technol ogi sts use

the mAs readout for.
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Again, in agreeing with something you said
earlier, Joel, howdifficult is it to add an mAs readout
neter to equi pnent?

DR GRAY: | knowon the units that we had, it was
not difficult at all. 1 can't speak for vendors' equi pnent.
Does anybody have an ID on that?

DR HENDRICK | don't know of any units where it
is inpossible to do that. | mean, Charlie nentioned one,
but | thought it was a pretty easy retrofit.

M5. BUTLER | would just like to point out that
in this ERG report which was conplied by subm ssions from
manuf acturers, there was a manufacturer that said that they
couldn't do it and you had to replace the unit.

DR GRAY: How nany units did that manufacturer
have out? D d it say?

M5. BUTLER | don't have that information in
front of ne.

M5. HEINLEIN | just see it as an advantage to
have that mAs readout because it does hel p the technol ogi st.
It is like one nore unp in nmaking the decision to nmanipul ate
t he kV.

DR GRAY: Wll, they don't have it now Can we
wait 5 years, considering the econom c inpact?

Dan?
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DR KCPANS: |If we go back to health and safety,
the issue of taking multiple filns to get a better picture,
we are just talking here -- nmany radi ol ogists just tell the
technol ogist to go in and get nme a better image, sort of
thing, which we don't condone, but if the technol ogi st
doesn't really know where she is operating, it is just sort
of a shot in the dark and you end up exposing people to nore
radi ati on than they need.

| would be a little surprised. | nean, | don't
know t hat much about electronics, but it seens to ne it is
just putting in acircuit toread a flow | can't inagine
that that conpany can't update their equipnent.

| would say for this regulation to nmake it sooner
rather than | ater.

DR GRAY: Rta agr ees.

B i zabet h?

DR PATTERSON  Joel, | would like to ask the
manuf acturers back there if it is possible to retrofit
equi pnment with an nAs reader. | nean, ny el ectrical
know edge, it seens |ike you ought to be able to plug here
and here and have it going through a nmeter that is going to
give ne a readout.

MR SANDRI K John Sandri k, CGE Medical Systens.
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Qur ol dest systens do not have such a neter. W
have an upgrade kit available to upgrade it. | don't know
how difficult it is to actually do it, but the kit is
avai | abl e to do the upgrade.

Ve did not indicate having to replace the
equi pnrent for the mAs neter

DR PATTERSON Do you know t he appr oxi mat e cost
of the upgrade kit?

MR SANDRIK | imagine it is probably under
$1,000, in the 500 kind of thing, something like that. |
really don't know exactly the cost, but | think $500 to
$1, 000, kind of ball park.

DR GRAY: Anybody el se?

[ No response. ]

DR GRAY: So | amhearing on ny right, we should
i npl ement this as quickly as possible. Esther agrees.

Cass. Ed doesn't disagree. |Is that the sane as agreei ng?

DR HENDRI CK:  Yes.

DR GRAY: So that would be 1 year after.

Going on to item(vi), each systemshall provide
at a mninmnumfor the selection of two potentials between 22
and 34 kV. Selection of kV shall be available in no greater

than 1 kV steps.

M LLER REPCRTI NG COVPANY, | NC.
507 C Street, NE
Washi ngton, D.C 20002
(202) 546- 6666



j am

Let's take that before we take the mAs issues.
don't recall if there were any major comrents about the kV
in the public comrent section.

Ve will goonto (0.

MR SANDRI K John Sandrik, CGE  Medical Systens.

| would like to nake one comment that, given the
range required of 22 to 34 kVp, we find that range is
i nappropriate for using the rhodiumtrack and in conflict
with other requirenments in the standard that requires
appropriate conbi nations of kVp and track. W viewthis
appropriate for noly and noly only. Thank you.

DR GRAY: So should we clarify that and say for
nmoly/nmoly, 22 to 347

M5. KAUFMAN  There were two comments. They are
just listed under the wong thing in the book.

DR GRAY: | thought | saw sonething in there.

M5. KAUFMAN  Yes.

(ne comment suggested that the specification be
limted to noly/noly, which is what we were just talking
about, since the range of 22 to 34 nay not be correct for
other target filter conbinations.

The second question, the proposed requirenent
i ncl ude 22 kV since the comments experience the | onest

t echni que commonly used is 25 kV. The comment recogni zed
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that the 22 mght be a value in the case of specinen, but
not froma safety aspect.

DR GRAY: So, bottomline, we can let this stand
if we add noly/nmoly to it? Any objections?

[ No response. ]

DR GRAY: kay.

M5. BUTLER  Joel ?

DR GRAY: Penny.

M5. BUTLER | would like to recommend that this
go into effect for new equi pnment purchased after rather than
right now Well, this is an effective 5 years from now.

DR GRAY: No, that is 10 years.

M5. BUTLER Ten years from now?

DR GRAY:  Yes.

M5. BUTLER | would like to suggest that it go
for new equi prent, though.

DR GRAY: New equipne nt only? So we woul d not
have to retrofit, in other words?

MB. BUTLER Right.

DR GRAY: Is there any objection to that?

M5. KAUFMAN | know there is one unit that only
has 2 kVp increnents, and | think that kind of stinks.

There aren't very many of them So | amnot sure this is
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going to have a big inpact on facilities to put this
requirenent into effect.

DR KCPANS: | support the 1 kV increnent, but |
think, Ed, you have done work |ooking at kV. | nean, 2 kV,
| don't think a radiologist could tell the difference.

M5. KAUFMAN  No, but it may nmake a difference in
dose.

DR GRAY: Not significantly.

DR HENDRICK Yes, it will, but the question is
how much do we want to prescribe this.

DR GRAY: And the cost of this to the facilities
to repl ace what they have now.

DR HENDRI CK:  Yes.

DR CGRAY: Are the facilities that have these
ot her units now produci ng poor-quality nmamograns because of
this?

MB. KAUFMAN Yes. The ones we have seen have not
been good facilities.

DR GRAY: They are no t good facilities, but is
the reason for it the equi pnent that doesn't have this
capability?

M. KAUFMAN. | think it is a nunber of factors,

this being one of them but also, | don't think there are
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that many units out there that don't neet this. | think we
are talking about a really snmall nunber.

DR GRAY: Wiy don't we |eave that with the FDA
They have heard our comrents on it. They can decide howto
handl e it.

Adj acent nmAs settings shall differ by no nore than
26 percent of the |lower of the adjacent settings. A
conbi nati on of exposure tine and tube current shall be
avail abl e over a range of 5 to 300 n#As.

There were quite a few public comments on this.
The 26 percent of the |ower mAs woul d preclude | ow mAs
needed for specinmens. In other words, a |lot of the devices
now have steps of maybe 1, 1.5, 2, 2.5 mAs at the | ow end of
the scale, and you need that for specinmens. |f you have got
to go down to 26 percent, then the manufacturers woul d
probably renmove those | ow mAs settings fromthe systens.

One comment was nmade that only 4 percent of the
exposures are nade in nmanual node; therefore, consider this
particul ar section for del etion.

Another one said limt the settings to greater
than 5 mAs, but it is ny understanding that that woul d nean
that you couldn't do specinens on it.

M5. KAUFMAN  No, no. The comment said [imt the

26 percent requirenent to those above 5 nAs.

M LLER REPCRTI NG COVPANY, | NC.
507 C Street, NE
Washi ngton, D.C 20002
(202) 546- 6666



j am

DR GRAY: Ch, is that the comrent?

M5. KAUFMAN  Yes, and that really kind of nmakes a
| ot of sense.

DR GRAY: The one other comrent is, why specify a
mninmummnAs in the first place.

M5. KAUFMAN  The idea here is that you don't want
to have your only option be, for exanple, 25 mAs and the
next woul d be 50 mAs because, then, you may have to give the
patient nore radiation. Let's say they need 30 mAs. Then
you woul d have no choice in terns of selecting the technique
that you want.

DR GRAY: But the issue is why set a m ni num
Wiy do we want to say 5is the mninumnmAs? W may need 1
MAs or 2 mAs.

M5. KAUFMAN  No, no. Th at is not what they are
recommendi ng. They are recommendi ng that the 26- percent
difference only be applied to val ues higher than --

DR GRAY: | amconbi ning the question wth why
specify a mnimummAs in the first place. | amasking a
different question, Cass.

M5. KAUFMAN: | know, but | don't think it does

speci fy a m ni num mAs.
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DR GRAY: The next section specifies a range of 5
to 300 mAs, and soneone is raising the question as to why do
you want to specify the mni num

M. KAUFMAN. | don't care about that.

DR HENDRICK And the answer is so you can so
speci nen radi ogr aphy.

DR GRAY: But perhaps you need |l ess than 5 mAs.

DR HENDRICK No, you don't.

DR GRAY: For conventional ?

M5. KAUFMAN  For specinen, a lot of themare
usi ng cardboard. | nean, you are not concerned about dose.

MR SHOMLTER Just as a point of clarification,
the manufacturer is free to go less than 5 if they so
desire.

DR GRAY: kay. Let's go back to the 26 percent
steps, then. Are people confortable with that, a difference
of 26 percent in mAs adj ustnent?

M5. KAUFMAN | amconfortable if we put that
comrent in about that this applies for 5 mAs or higher, put
sonme |lower value init, so that you don't have to have 26
percent between 1 and 2 nmAs or whatever.

DR HENDRICK O 10 mAs and hi gher, sonething
l'ike that.

DR GRAY: kay. Section (14), radiation output.
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Penny?

M5. BUTLER | would like to recommend that this
entire section that we just discussed goes in for new
equi pnent .

DR GRAY. After 10 year s?

M5. BUTLER | think we said 5 years, though.
Isn't that what we are tal king about ?

M5. KAUFMAN  No. Right now, it is under 10
years.

M5. BUTLER R ght, but just lunp it into the new
equi prment acqui r ed.

DR GRAY: After 5 years, after the regul ations.

M5. BUTLER After 5 years, yes, whatever the
wor di ng was.

DR GRAY: kay. So 5 years for (vi). |Is that
what we are tal ki ng about ?

M5. BUTLER Yes, that whol e section.

DR GRAY. (kay. Section (14), radiation output.
The systemshall be capabl e of producing a m ni num out put of
sonet hi ng coul onbs per kilogramor 500 mlliroentgen per
second. | amstill not sure what a coul onb per kilogramis.
| guess that is sonething | get at the grocery store, so
many coul onbs per kil ogram

MR SHOMLTER It's a tiny bit of exposure.
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DR GRAY: Pardon?

MR SHOMLTER A tiny bit of exposure.

DR GRAY: W had three people that absol utely
agreed with this. One additional person urged early
inpl enentation of this. Oie individual said this should
apply only to the noly/nmoly system it ignores the others,
and it is detrinmental to breast thickness fromthe point of
viewthat if you specify it for this and not consider the
ot her ones, you actually may be in better condition using
other target filter conbi nations which could reduce the dose
to the breast, especially the |arger dense breast.

This is another one where people said -- actually,
three peopl e said to enphasi ze outconmes. Wat you are
really interested inis the output at a particular kVp, so
you can keep your exposure tines bel ow sone certain val ue.
That is really what you are trying to specify for a
particul ar breast thickness. Another individual said this
shoul d be part of 21 CFR 1020.

Any comments regarding the radiation output, 500
nmR per second?

Carl ?

DR DOCRSI: | guess this is nostly for -- well,

whoever can answer it. Wiuat does 500 MR et cetera,

M LLER REPCRTI NG COVPANY, | NC.
507 C Street, NE
Washi ngton, D.C 20002
(202) 546- 6666



j am

translate to in generator size? |Is that about a 100 nmA
generator, 50, 75, 1507

DR HENDRICK | think the 500 nRis easily
achi evabl e with about an 80 mA or higher, and the 800 shoul d
be achievable with 100 nA or higher, the 800 MR

DR D CRSI: Because that could affect the nmAs.
If you have a | ower generator, in order to get up to -- and
| guess that is what these comments are aimng at -- you can
get a much hi gher tine.

DR HENDRICK: But it is also related to the SID.

DR DOCRSI: But that is fixed, too.

DR HENDRICK: Well, not fromone nmanufacturer to

anot her.

DR DCORSI: Well, it will beif 55 is going to be
| owest .

DR HENDRICK That is the mni num

DR DCRSI: Rght, right.

DR HENDRI CK:  But not the maxi mum

DR D CRSI:  Yes.

=

GRAY: (One of the reasons for putting this in
was to nake sure we didn't have these | owoutput units
requi red when exposure --

DR DCRSI: That isright. | amthinking it

shoul d even be higher. e of ny peeves is that these
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generators that you often have to --- in order to increase
your contrast w thout changi ng your kV, you have to go up on
time, and you begin to get notion and sharpness.

| nean, | would like to see mA generators higher
t han 100.

DR HENDRICK Well, the spirit of this was to
elimnate the truly | ow out put --

DR DCRSI: Rght, yes.

DR HENDRICK  -- inexpensive unit that was being
pronul gated as bei ng satisfactory.

DR GRAY: kay. Any other comments?

Penny?

M5. BUTLER | support this, but I do want to
poi nt out that one manufacturer submtted that it was goi ng
to be a $21,000 upgrade in order to retrofit for this on one
of their systens.

DR GRAY: Wll, at | east you can upgrade and
don't have to buy a new unit.

M5. BUTLER That is sone upgrade.

DR GRAY: That is a forklift upgrade.

Any ot her commrent s?

Cass.

M. KAUFMAN | think there was an interesting

public comrent that said that conpliance shoul d be
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determned with a phantom and the beam and that the exposure
be conpleted within 2-1/2 seconds.

DR GRAY: Well, I amnot on the conpliance issue
yet. W are still on (i). The conpliance is (iii).

M5. KAUFMAN No. This has to do just with the
output part, that the exposure should have to be conpl et ed
w thin 2-1/2 seconds.

DR GRAY: That is part of (ii).

(i) i1s basically just 500 and 800 nR per seconds.

M5. KAUFMAN  No, they are two different things.
(One says that it has to maintain the output for 3 seconds.
In other words, it can't drift off.

| think what this commenter is saying, that to
achieve the 500 mlliroentgens per second, you shoul d have
to achieve that within 2-1/2 seconds. | think they are two
di fferent things.

DR GRAY: Wthin 2-1/2 seconds.

M5. KAUFMAN  Yes.

DR GRAY: That is rise tinme. You don't want
that. You want short rise tines.

M5. KAUFMAN Wl |, that is what they are saying
is that you should put sonmething in here that doesn't allow
themto achieve the 500 mlliroentgens per second over a

very |l ong exposure tine.
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DR HENDRICK No. It is per second. So that is
an output criterion.

DR GRAY: It is an instantaneous neasurenent.

M. KAUFMAN R ght. Thank you.

DR GRAY:. kay. Does anybody have any probl em
with the 500 and 800 figure?

M5. BUTLER Va&it a mnute. | think we shoul d
listen to the noly/nmoly comrent.

DR GRAY: (h, apply the noly/nmoly to that, yes.

M5. BUTLER  Just to nol y/ noly.

DR GRAY: Yes.

M. KAUFMAN It is ny understanding that the
manuf acturer -- | think the output would be higher with
rhodium No, it is |ower?

DR GRAY: It is lower.

M5. KAUFMAN  Ckay.

DR GRAY: And yet, you get better penetration.

So we will nmake that for noly/noly, the 500 and
the 800 for noly/noly.

M. KAUFVMAN  Wth rhodium does it not neet this
output? Wat is it with the rhodi un?

DR KCPANS:. | think rhodi umgoes down to about
90. Isn't that what you operate at? It is 90 mA per

second.
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MR SANDRI K John Sandri k, CE Medical Systens.

Sonmewhere, rhodiumirhodiumis at 28 kV. | think
it is somewhere between 500 and 600 nR per second. | don't
have the exact data with nme. | amjust kind of trying to
recall fromny comrents here, but it is definitely |ower.

M5. KAUFVMAN Vel |, that would neet the ¢ urrent
requirenent.

MR SANDRIK It is neeting the 500 nR per second.

M5. KAUFMAN  Yes.

MR SANDRIK It will not nmeet the 800 nR per
second, and so we are tal king about having to devel op a new
tube if you really require 800 nR per second.

M5. KAUFMAN | amwondering if we can just nake
the noly/noly applicable to the higher, to the 800
m | |iroentgen.

MR SANDRIK W have no problemw th noly/noly.

M5. KAUFMAN  So | eave the 500 applicable to all
units for the earlier one, but nmake the 800 --

DR. GRAY: No, | don't think that is reasonable
because the 500 -- the roentgen-per-second output is |ower
for the rhodium but your penetration factors and everyt hing
get short exposure times.

M5. KAUFMAN  He just said it is between 500 and

600.
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DR HENDRICK Yes, but we can't wite the regs to
suit G

The point is, the whole reason this was in here in
the first place is to prevent |low output, and if different
manuf acturers have different methods of dealing wth, say,

t he dense breast which is thicker and denser, that provide
| oner -dose nethods of getting good inages in a short tine,
then we shoul dn't be excluding that by these regs because
they are getting adequate output to get images of dense
breast in a sufficiently short tinme. It is just that they
are switching to a higher beamquality to do that. So we
don't want to prevent that kind of innovation.

DR GRAY: This is actually one area where the
enphasi s on outcone, as noted up there by three comenters,
woul d be hel pful because you woul dn't be specifying the nR
per second. You would be specifying an exposure tine for a
certain breast thickness, that sort of thing, but presently,
it is not drafted that way.

M5. BUTLER Joel? |'msorry.

DR GRAY: | amtrying to nove on

M5. BUTLER | know you are, but | think we
should -- | woul d suggest addressing the 800 nR per second
in the 5-year new equi pnent category that we have

est abl i shed.
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DR HENDRICK: To nmake it apply to newly acquired
equi prent ?

M5. BUTLER New y acquired equi pnent.

DR GRAY: Ckay. Any objection to that?

[ No response. ]

DR GRAY: kay. So it doesn't require retrofit.

ltem (iii), the systemshall be capabl e of
mai ntai ning the required mninumoutput for at |east 3
seconds. Any problemw th that? It seens |ike to goes
along with it.

Item (iii), conpliance shall be determned. Shall
we nove this conpliance information to, perhaps, guidance to
the quality control test? It is not a quality control test
because we don't want to do this on an ongoing basis. How
about renoving this to gui dance?

M5. KAUFMAN  No. If you are going to have the
out put requirenent, you have got to have how it is neasured.
You have got to.

DR GRAY: kay. Penny?

M5. BUTLER | know it is not currently in the ACR
manual , but | think this should be a QC test for requirenent
for equipnent. Perhaps it should be noved to quality

control.
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DR GRAY: It is an acceptance test. It is not an
ongoing test. It is not sonething you woul d have to test on
an annual basi s.

M5. BUTLER Unless the o utput degrades over tine,
which it does. | have seen it happen, and then you want to
buy a new t ube.

DR GRAY: But inthe spirit of mnimzing the
quality control test, this is one that we could | eave out.

DR HENDRICK Yes. The choice is really do you
want it to be done by the MXBA inspector or by the nedica
physi ci st because those are the two choices if you have it
in regulation.

M5. KAUFMAN But it doesn't even really require
additional testing. It just requires a calcul ation.

DR HENDRI CK No. It requires neasuring output.

M5. KAUFMAN R ght, but | am saying you do that,
anyway. Wen you neasure dose, you are neasuring output.

So it is not even additional testing.

DR GRAY: But we are not necessarily neasuring
dose at 28 kV. W are neasuring it at the clinically
utilized kV.

M5. BUTLER No, but for exanple, it says you
shoul d neasure kVp at clinically used -- and you know, there

is areal good possibility that you are going to be
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measuring at 28 kVp, anyway, but if you put it under the QC
requirenent, then it has got to go under our frequency. So
woul d you want to ook at this annually?

It is sonething | do now, and it is not a big
deal .

DR HENDRICK Yes. It is asinple addition to
the existing QC test.

DR GRAY: Wiat benefit does it have? The
original purpose for putting this in here was to avoid the
use of [ow mA out put units.

M5. BUTLER | see your point.

The purpose that is stated here, again, is really
acceptance-rel ated. The purpose that | --

DR GRAY: It is not e ven acceptance-related. To
me, it is nore specification-related to the nmanufacturer.

Shall we nove on, Penny?

M5. BUTLER Yes, go ahead.

DR GRAY: kay. (15), autonatic exposure
control. The next overhead, please.

[ Over head. ]

DR GRAY: "Each systemshall provide an AEC node
which is operable in all conbinati ons of equi pnent

configuration...grid, nongrid; magnification,
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nonmagni fication; and various target-filter conbinations."”
There were several comments about that.

| remenber a corment in ther e about not having to
use all of the various conbinations or to test it in all of
t he various conbi nations.

MB. KAUFMAN Yes. It says one comment agreed
with our recomrendation that the requirenments shoul d be
limted to clinically used configurations.

DR GRAY: That's right. That's right.

Previously, we did recoomend to limt it to those
configurations. There were four coments about it, four
additional public comrents about it.

DR HENDRICK R ght, so if they never used
nongrid --

GRAY: R g ht.
HENDRICK:  -- in contact node, for exanple.

GRAY:  Yes.

3 3 3 3

HENDRI CK:  That shoul dn't be tested.

GRAY: Does FDA nake a note on that so we can

=

change that wording so it is "clinically used
configurations"” or "clinically useful"?

DR FINDER Again, what | woul d suggest is that
we try and stay away fromthe word editing at this point.

DR GRAY: Wll, we are saying concept.
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DR FINDER R ght. W have got the stuff we got
fromApril already. | have got it here.

DR GRAY: (kay, goo d.

Item(ii), "The AEC shall be capabl e of providing
automatic mAs selection.” W recommended deleting that the
previous tine because that is the purpose of AECis to
provi de automati c mAs sel ecti on.

ltem (iii), "The AEC shall provide reproducible
radi ati on exposures with a coefficient of variation not to
exceed 0.05." | believe that is standard termnology and is
probably the sane as in 21 CFR 1020. Do we need it here?

M. KAUFMAN M/ only comment on that is a
frequent conplaint | get is having to reference a | ot of
different regulations. | don't care, personally, but I
think it does nake it a little easier on people if it is al
in one place.

DR GRAY: Penny?

M5. BUTLER W do test it in the QC section.

DR GRAY: Is it specified at 0.05 in the QC
section? | would be surprised if it isn't. [If nothing
el se, we should nove this to the QC section.

M5. KAUFMAN  (C section doesn't tal k about
coefficient of variation. It says nmaintaining filmoptical

density within plus or mnus 0.3.
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GRAY: Penny?
BUTLER W should nove it to the QC section.

GRAY:  Any objection to noving this to QC?

3 3 & 3

HENDRI CK: Wiich part are we tal ki ng about
now?

DR GRAY: Section (iii), "The AEC shall
provide...a coefficient of variation...0.05."

DR HENDRICK No, there is no problemwth that.

Can | just go back? | am confused now because, on
(i), this is a requirenent for equi pnment nmanufacturers per
the facilities. It is arequirenent on the facilities, but
it is saying that the equi pnent needs to be able to operate
with AEC in each of these nodes, whether it is mag, with
mag, W thout grid, or grid or contact without, contact
nongrid. That is really an equipnment capability. How they
use it clinically is a separate issue, right?

DR GRAY: That is a good point, yes. Al thisis
saying is that the equi pment nmust operate in all of those
nodes.

DR HENDRICK It is just when you swtch
sonething out, |ike take out the buckey, you still need to
be able to use the AEC node.

DR GRAY: Yes. It doesn't say anyt hi ng about
testing.
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M5. KAUFMAN | think the biggest difference is
this says that you have to have AEC

DR GRAY: R ght.

M5. KAUFMAN R ght. Under C, it doesn't say
t hat .

DR GRAY: Rght. So this really is an equi pnent
requirenment, but it shouldn't be under the clinically used
nodes.

DR HENDRI CK:  Right.

DR GRAY: You should be able to have AEC under
any node you sel ect.

Penny?

M5. BUTLER A possi bl e exception would be if you
buy units strictly for screening and you don't have nag, for
exanpl e.

DR HENDRICK: Yes, that is true.

DR GRAY: kay. So we will leave this one with
t he FDA

ltem (iii) wll be noved to C

Item (iv), "The positioning or selection of the
active detector shall permt flexibility in the placenent of
the detector under the target tissue," and there are a

couple of other itens here, but public comments on that,
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description of the detector position was vague. There were
three cooments to that effect.

You need increased flexibility to position the
detector. Two people indicated you just may not want to
nove it in and out. You may want to nove it side to side.
For exanple, if there is a particular mAs, you want to
either put it under or you want to avoid. You may want to
be able to nove it side by side.

I ndi cators. At |east one person wanted a comment
added that the indicator, the position indicator, shall not
produce artifacts. There is at |east one or two of them out
there that | have seen that do, and indicators should be
pl aced on the conpression panel so you can see where those
are.

Now, those are actually asking for additions to
this. Do we have any comments as to the need for such
addi tions?

The fact that the indicator shall not produce an
artifact, we are going to find that on an artifact if it
does, and it is going to have to be renedied. So | don't
think it is necessary to add sonething to that effect, but
the indicators on the conpression panel --

M5. HEINLEIN  Excuse ne. As far as the detector
position being vague, | nean, it just says to permt
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flexibility and pl acenent, so it can be under the target
tissue. | don't think that we should specify in which
direction it should nove and how it shoul d nove and how nany
little mllineters it should nove in between them

| think the way it is stated right now | eaves it
open and gives you the flexibility to make sure that you are
achieving what it is you want to achieve. So | don't see
addi ng anything in that.

DR GRAY: In fact, the second concern there,
increased flexibility, is not restricted in this definition
as it is now There is nothing saying that you can't put
that detector 3 centineters off mdline or 5 centineters off
mdline or anything like that.

So | would ask if item(iv) at this point, is
there any objection to any of the itens in there fromthe
commttee, any changes we see we need.

Ed?

DR HENDRICK Well, (B) is not net by a |large
nunber of the units that are out there now because the
indicator is not visible fromboth sides. Sonetinmes it is
not visible fromeither side. It is conpletely under the
unit, under the inmage receptor assenbly. So it is going to

require pretty nmajor retrofit for sone units.
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DR GRAY: O just placing it on the panel,
conpr essi on panel .

DR HENDRICK No, but this is not just show ng
the possible locations, all of the possible |ocations.
think it is saying you need to indicate the specific one
that has been sel ected and nake that visible fromboth sides
of the exam nee.

DR FINDER In April, the coomttee recomrended

that "and visible fromboth sides of the exam nee" be

del et ed.
DR HENDRICK (kay, | would agree with that.
DR GRAY: kay. "And visible fromboth sides"
being deleted. So that still raises the issue of the

sel ected the position of the detector shall be clearly
i ndi cated, and you are saying that neans we have to have
sone type of active indicator rather than just nmarks on a
conpr essi on paddl e.

DR FINDER R ght.(A) covers the marks on the
conpr essi on paddl e.

DR GRAY: R ght.

DR FINDER (B) covers which one is actual ly
sel ect ed.

DR GRAY: R ght.

I's there any problem any objection to that?
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Penny.

M5. BUTLER | guess a question | have, know ng
where the position of the nub which noves the detector, the
conpliance with that statenent?

DR GRAY: Interesting question. Wuld that be in
conpl i ance?

HENDRICK:  |If you can see it fromboth sides.
GRAY:  No, no, no.

BUTLER  Taki ng that out.

3 5 3 3

HENDRI CK: | thought we struck the whol e
t hi ng.

DR GRAY: So just a slide on the side of the
buckey woul d be sufficient to indicate where it is |ocated.

MR SHOMLTER So long as the operator could
determne fromthat where the detector was, sure.

DR GRAY: Yes.

MR SHOMLTER  Sure.

DR GRAY: Is that a problemw th anyone?

[ No response. ]

DR GRAY: kay, noving on. (v), "The system
shall provide neans for the operator to vary the sel ected
optical density fromthe nornal (zero) setting."”

Then, in (vi), it goes in to explain nore of this

in detail.
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VW recommended in the previous neeting that w e
change the optical density to a 10 to 20 percent mAs change
as opposed to specifying this in terns of optical density,
and two other public comrents pointed that out this tinme.

Anot her one said elimnate the reference to
density, another two comments there.

Anot her comrent was at what density do you want to
do this at because that wasn't specified.

Anot her said the percentage of density is a
meani ngl ess nunber.

So | would ask that we ook at (v) and (vi)
together. (v) is, |I think, a given. (vi) effective Qctober
2005 or 10 years afterwards that we have to have that
variable in four steps above and bel ow normal, and that
woul d be in 10 and 20 percent increments of mAs.

Is 10 years reasonabl e?

Penny?

M5. BUTLER | think it should be for new
equi pnent .

DR GRAY: For new equi pnent. Any problemwth
t hat ?

M5. KAUFMAN | agree.

DR GRAY: Ckay.
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M5. HEINLEIN  Joel, does that nean for new
equi pnent, it goes into the 5-year, new equi pment at 5
years?

DR GRAY:. Five years, okay.

M5. HEINLEIN B ut by doing this new equi pnent at
5 years, that does nean that soneone could, in effect, keep
a piece of equipnment. | know there is sonme equi pment out
there that only has one change in AEC density. That is all.
So that, they could continue to use that equipnent, then, if
it nmet all the other standards.

DR GRAY: Yes, that is correct.

M5. HEINLEIN  So they woul d just be manipul ati ng
kVp and the contrast and inmage quality.

DR GRAY: Yes.

M5. KAUFMAN  Joel, there was one comment back
under that previous section that said that we need to del ete
-- actually, there were three comments that recomrended we
del ete the difference between adjacent mAs settings at the
end.

DR GRAY: That was because of the confusion it
introduced relative to the previous specification of
density, and this will be rewitten in terns of mAs only.

M5. KAUFMAN Ckay. |Is that what we decided, it

was only going to be nAs?

M LLER REPCRTI NG COVPANY, | NC.
507 C Street, NE
Washi ngton, D.C 20002
(202) 546- 6666



j am

DR GRAY: That is what we recomrended at the | ast
neet i ng.

ltem (vii), we recommended that this be dele ted at
the last neeting. Actually, itens (vii)(A) and (B), the
whol e secti on.

M5. KAUFVMAN  Joel, excuse ne, but | think that
the purpose of -- | thought that the propose of this neeting
was to go over what the public's comments were, not what our
comment s were.

DR GRAY: W did, but | want to enphasize that we
have al ready recomrended del eti ng sone of these sections.

M5. KAUFMAN  But that doesn't nean that is what
t he public thinks.

DR HENDRICK: But it isinthis case. In this
case, the public comments agree with what we did |ast tine.
So can't we go on?

M5. KAUFMAN  Yes, but | just think we need to
nmake that point.

DR HENDRICK: Ve did.

DR GRAY: W did, | thought.

Robert ?

DR SMTH Just to follow up on that point,

al so heard that we were asked yesterday by FDA to nmake these
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recomrendati ons as we reviewed these comments for any
streamining, nodification, greater inclusions or deletions.

DR GRAY: Yes.

Section (vii), we previously recomrended del eting
this. Public corments were that this should only be
required for one detector position; that the detector
position woul dn't affect the nunbers.

One individual clained that the hell effect woul d
change the density settings, depending on where you pl aced
the detector. |If you think about this, this is not a good
argunent because if the photo-timng systemis working
correctly, it will take the heel effect into account.

The other one was this should only be carried out
for useful clinical kVp's, and there were | oads of coments
on this whole AEC section, probably the nost comments of any
of the ones | have reviewed here.

Let's go back to the fact that we recommended
deleting this previously. Does anyone have any probl ens
with that recoomendation in |light of the comrents?

DR HENDRICK:  You are tal king about (vii), right?

DR GRAY: Al of (vii), yes.

M5. KAUFMAN  So we woul dn't have any tracking

requirenents?

M LLER REPCRTI NG COVPANY, | NC.
507 C Street, NE
Washi ngton, D.C 20002
(202) 546- 6666



j am

DR HENDRICK: That woul d cone under the physics
QC testing.

DR GRAY: (Qality control.

DR HENDRICK | think it is app ropriate to have
it in the physics C testing because there is where
techni que factors can get recommended to correct any AEC

DR GRAY: And this is sonething that has to be
tested on an ongoi ng basis because it is an adjustable item
on the system

DR HENDRI CK:  Right.

DR GRAY: Ruth?

M5. McBURNEY: You are just tal king about the
(vii) going, not (A and (B).

DR GRAY: Yes, (vii) and (vii)(A) and (B).

M5. MCBURNEY: But (A) and (B) has to do with the
equi prment st andar d.

DR GRAY: But it is all p art of (vii).

M5. MBURNEY: W were tal king about noving all of
this to @ and it may be that that is not appropriate for
(A) and (B) because (A) and (B) is nore of an equi pnent
standard for either new equi pnent or after that date,
whi chever .

DR GRAY: Penny?
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M5. BUTLER | would like to suggest that it be
handl ed in guidance, and actually, it is already out there
in guidance right now The new equipnent is part of the ACR
CDC, not precisely in this wording, but close, and not be
included in the regul ations.

MR SHOMLTER Let ne just observe that,
effectively, the requirenents contained in (A are currently
contained in the C requirenents. So the effect of deleting
(vii)(A) and (B) is to delete (B) ever going into effect.

MB. BUTLER R ght.

M5. KAUFMAN  And (B) tightens up the requirenents
for tracking on AEC

MR SHOMLTER That is correct.

M5. KAUFMAN.  And | think we wanted to do that.

DR GRAY: Wll, at the last neeting, we decided
we didn't want to do it; that we delete the entire section.
So where do we go?

DR HENDRICK | woul d suggest we do want to
tighten the requirenents in a staged fashion, but that that
shoul d be through the QC because that is where it is going
to be tested on these units.

| understand Ruth's point that this is really an

equi prent performance requirenment, but | think it is easier
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totest it. | mean, the physicists test this, anyway. So
that would be the place to inplenent it.
M5. BUTLER In a staged manner |ike this?
DR HENDRICK: | don't care. | ne an, | think you
have to stage it sonehow because if you pl opped (B) down
when these things go into effect, you are going to have a
ot of units failing.
DR GRAY: Any objection to taking care of this in
quality control and nove the two limts to quality control ?
M5. MCBURNEY: | think it should be left up to the
FDA on the nost appropriate place to put this particular
rule.
GRAY: |Is that satisfactory with FDA?

SHOMLTER  Yes.

3 3 3

GRAY:  Thank you.

M5. KAUFMAN  There was one comment that fi I m
manuf acturers are allowed up to a .3 CD change fromlot to
lot, and therefore, going to the .15, you can't do it.

DR GRAY: Wiy not?

M5. KAUFMAN  Because the filmis allowed to have
a . 3 change.

DR GRAY: But you are neasuring this with one
emul sion batch. W are tal king about machine variability

here and not filmvariability.
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M5. KAUFMAN | know. | amjust reading you the
comrent .

DR GRAY: That is why | didn't read that one
nysel f.

ltem (16), disabled exam nees.

DR FINDER Excuse ne. B efore you get to (16),
just want to nmake one comment. W did have some comments in
there frompeople, | guess, who used Xerox nachi nes
indicating that this AEC requirenment will take out Xerox
fromuse. Now, whether that is a good thing or bad thing --

DR GRAY: No. Ch, you nean the requirenent for

AEC?

DR FINDER Right.

DR GRAY: | think it is a good thing, really.

What was the figure of the last tinme? There were
30 or 40 Xerox units still functioning? Ws that the
nunber ?

DR DCORSI: Raght , 30 or 40 too many.

DR GRAY: Yes. So | amnot sure if that is a
maj or concern.

They can handl e that through a variance; is that
correct?

DR FINDER  Yes.

DR GRAY: (Cood.
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D sabl ed exam nees. "Each facility scheduling
di sabl ed i ndividual s shall have equi pment and establ i shed
protocols to ensure the facility's capability to perform
mammogr aphy adequately on such individual s."

[ Over head. ]

DR GRAY: Quite a few public comments on this. A
coupl e of people comrented that this should be handled or is
handl ed by ot her Federal agencies through the ADA

An interesting question was raised that nost
nmobil e facilities cannot accommodate wheel chairs. Is this
goi ng to be necessary?

Cne facility cannot accommodate all disabilities.
| amnot quite sure what is nmeant by that. Maybe sonebody
can comment on that.

You can't screen during scheduling because a | ot
of these patients are scheduled by their referring
physi ci ans and not by the patients thensel ves, and there
were 14 comments to that effect.

Delete the requirenent for protocols. They felt
protocol, per se, was unnecessary.

Again, a comment, refer this to the Anericans Wth
D sabilities Act rather than duplicate the ADA

An interesting question, how do you enforce this?
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The requirenent will preclude facilities from
providing services to the disabled. Several people felt
that this requirenent, if they don't nmeet it, they wll just
tell the disabled person that they can go el sewhere, which |
think is sort of forced by this wording. | amnot sure.

Anot her person said that this is not a radiation
issue, and therefore, it should be del eted, but we are not
required, | guess, under MXBA to have these all be radiation
issues. It is quality of service.

Any ot her comments or concerns about (16) and what
we shoul d recommend to the FDA on this?

M5. KAUFMAN |s there sone kind of a Federal |aw

that says you have to have this in all new Federa

regul ations or anything? | nean, it nmay not be optional to
take it out. | don't know
DR FINDER | personal |y can't answer that.

DR GRAY: Wat does the Amrericans Wth
Dsabilities Act specify? | know you have to provide
access; is that correct? Reasonable access?

Any?

M5. LANGCER The ADA is very general, but what it
does specify for buildings and other facilities that the
public visits is that persons with disabilities -- and they

particul arly mean wheel chairs -- can have accessi bl e
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i nteractions, which could include not only show ng up and
being able to go on a nobile van, for exanple, but al so
being able to be served there with the sanme | evel of service
provided to the general public.

So | would inagine, although I amnot an expert
and | think it is an inportant question, that the ADA
general Iy woul d suggest that a nobile mammography facility
permt a person in a wheel chair access, but also be able to
exam ne her.

| don't know, but | would inmagine there is sone
sort of ranp systembuilt into nobile vans to get the
equi pnment on. | don't nean if that means a person coul d
cone on that way as well or whether it would not be the
right place to enter, but ranp retrofitting is about the
easi est possible thing to do.

The nost inportant thing, though, in terns of this
reg is the level of service provided to the person when she
is there, and | think Marsha and | as consuner reps are very
clear on this point, whichis that if a facility cannot
serve a disabled person, | don't knowif we should or can
require each facility always to serve a disabl ed person, but
Wwe suggested at a certain point that the facility be nade
aware, perhaps with the help of an accrediting body or the

FDA, of a facility in a reasonably convenient |ocation that
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coul d accommodate her so that facilities that coul d not
accommodat e a di sabl ed person would at |east be able to
provide her with a nane of a place to go.

DR GRAY: Wuldn't ADArequire every facility to
provi de services?

M5. LANCER | said | amnot an expert in this. |
would like it to be investigated, and actually sort of
ironically, | had asked that that specific thing be checked
prior tony owm disability. So | don't know \Was it
checked?

DR GRAY: Larry?

DR BASSETT: | just have to comment because we
have this problem W have a nobile. W really can't do
wheel chair, not only because of not having the ranp, but
because it is so small. The area and size is so snall

So what we do is we provide for those patients who
want to have the screening done who enlist in the nobile
recruiting a transportation to go to their main facility,
and we do it there where we have nore space and so on, and
al so people who are used to dealing with this.

M5. LANGCER | have a point that if you cannot
accommodate the person, the idea is to find a way that she

can be served. | think that is incunbent upon facilities
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under ADA, but frankly, | amrather appalled that this
hasn't been investi gated.

M5. SO AWARELLA: | think what Larry said, we as
a public facility are required to foll ow the guidelines of
ADA. | nean, we can't accommodate people with private
sector. In any facility that has to deal with the public as
a public facility, you need to conply with ADA regul ati ons.

Now, with the private sector, you can work out
sonething, what is the facility, where is it |ocated, and
what are the arrangenents, |ike has been nenti oned.

DR GRAY: Marsha?

M5. QAKLEY: Again, | have not researched it
ei ther, but ny understandi ng al ways was pretty nuch what
Larry has said that a nobile unit is really an extension of
afacility, at least that is how |l have | ooked at it, what
l[ittle bit I know about it.

So, as long as the base facility had provisions
made, thinking that you nay be able to get into a nobile
van, but not be able to nmaneuver once you are in there, that
as long as the base ownership of the nobile van, as | have
seen it used, you provide transportation, by appropriate
transportation node for a wheel chair-bound person back to

the base, and that is how we had seen it handl ed.
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| amalso trying to think. 1 always think of M ke
and his wonen who are out in the mddle of Nowhere Land, and
there isn't any access for that person. You really don't
have a facility that has a ranp or can get her in. | don't
know how to handle that. So that mght be a question, M ke,
only because | know you have sone isol ated areas. Maybe you
can address that.

DR LINVER Cenerally, | think that this has been
a problemfor us. There is an access problemfor the
pati ents who don't have ready access to the van because of a
disability.

DR BASSETT: Can't you get an update of
wheel chairs and do the exam nati on on your nobil e?

DR LINVER W can, but it has been a problem
It has cone up relatively rarely because of the nature of
the kind of imaging we are doing, but we have addressed the
cases on a case-by-case basis, and sonetinmes we can
accommodat e them and sonetines we can't.

DR GRAY: | would like to raise a question for
Larry and M chael. Have you ever considered those chairs
that they use in the airlines to nove wheel chair patients
down? They are very narrow. They don't have the big wheel s

on the side. That is a possibility.
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DR BASSETT: W have al nost no space on a coach
now W can't carry extra things with us, period. | mean,
we are really strapped.

What we do is we provide services to peopl e who
don't have access in the coomunity in terns of just not
having any facilities that will go down and do their
mamograns. So what we do for those situations is what |
recoomended. W feel we have to have that accessibility for
those patients, also, for the disabled patients who have to
be on a wheel chair, but we are not doing it on the coach. |
don't think we can do it, but we can ook at it.

M5. QAKLEY: Since we have not | ooked at what the
| aw says, we need to have the FDA fol ks |ook at the -- |
mean, we assume and guess what we woul d do, but in the
essence of tinme, | think the FDA fol ks need to | ook at what
the lawis and then nake this an --

DR PATTERSON Charles has it.

M5. QAKLEY: Onh, he has got it.

MR SHOMLTER |, indeed, did downl oad the ADA
fromlinternet, found an actual use for Internet.

[ Laught er.]

MR SHOMLTER | did look at what it requires.
M/ recollection was that it was to the extent -- it was not

an absolute requirenent that every facility provide access,
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but it was to the extent possible, to the extent practica
kind of statenent. It is very encouraging, but it is not
mandatory that every facility provi de access.

DR GRAY: Rta?

M5. HEINLEIN | think it is inportant that this
stay where it is here. | disagree that we should take it
out and just say facilities should knowto conply with the
ADA.

In tal king with a nunber of technol ogi sts around
the country and through | ectures, often the comments are
that they are so glad that this is in regulation that now,
maybe, the facility will help themin being able to do
patients with disabilities.

The problemis, even aside fromnobile vans, that
sone of these "mamography roons" are ol d bat hroons t hat
have been converted, and they, too, are very small. They
may not be able to accommodate a wheel chair. Many of them
definitely do not accommobdate a stretcher.

| think what is inportant here is perhaps not so
much that we say that they nust have the capability to
perform but to be able to say if they are not able to
perform that they are able to refer themto a pl ace where

they can get a marmogram so it doesn't limt access.
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DR FINDER Let ne just say this. Again, in
April, the recommendati on was to include | anguage sonet hi ng
i ke "shoul d make reasonabl e accommodati ons.” So are we
saying sonething different than that now?

M5. LANGER Very specifically, Marshal and | both
on this point made it clear that we think froma consumer
standpoint that it would be very sinple to provide through
the accrediting body or the FDA sone way to refer people to
a facility that coul d acconmodate them and | know that we
did nake this point.

DR GRAY. Ed?

DR HENDRICK: Correct ne if | amwong, Rta, but
ny understanding is at sonme sites, they will say yes, we
t ake di sabl ed exam nees, but when they get there, they can't
do the full range of views on them that the equi pnent
because of its own limtations mght be able to do a CC, but
not an MO or lateral. |Is that part of the issue here?

M5. HEINLEIN Yes. | think that not only is
there an equi pment issue. Yes, there is an equi pnent issue
for some equipnment that can't go | ow enough to accommodat e
persons in wheelchairs. There is a roomsize issue. S0,
yes, you are right when you are saying that.

That is why | think that we need to say it shoul d

establish a protocol either to ensure that the facility is
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capabl e of performng themor to ensure, to give them--
don't know what the verbiage woul d be, but to nake sure that
t hey have access to sonepl ace where they know t hey coul d get
mamograns, so that there is no limt of access for these
peopl e.

DR GRAY: Carole?

DR CHRVALA: Ed Hendrick and | have been doi ng
repeat ed surveys.

DR PATTERSON  Speak into the m crophone, please
Carol e.

DR CHRVALA  Sorry. | will nove closer. Thanks.

Ed Hendrick and | have been doi ng surveys i n
Col orado on a variety of issues of the mammography centers
that we have, a nunber of about 120, at |east at this count,
and this issue, we have asked about this issue in the |ast
two, if not three, surveys we did, and it varied
drastically.

What you said earlier, Rta, about the fact that
the equi pnent -- | nean, what they say is accessible to the
disabled. Inreality, I think we need to be cl ear about
defining what that neans, and it neans havi ng appropriate
equi pment, peopl e there who can assist the person to dress

and undress. It is all over the board, at |east, again,
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this is fromny experience in Colorado with 100 and sone
centers.

Qur nobile units are not even trying that. | am
di sappointed to say that they are not naking referrals.
They are basically saying, well, you could cone to our unit
here in Denver, but we have a very vast geographic range in
t he high nountains and the very rural areas and the wonen
aren't getting the service.

DR GRAY: Can we leave this item(16) with the
FDA with the understanding that they will talk to counse
and see what is required and craft the appropriate wordi ng
for this?

B i zabet h?

DR PATTERSON  Yes. | think if they go back over
our mnutes fromour April neeting, there were a nunber of
suggestions, specifically, that wonen shoul dn't be exposed
if they weren't getting quality namograns.

As far as protocols and equi pnent and in-service
for technol ogy --

DR GRAY: kay, so that was covered well, then

DR PATTERSON -- and | think even the summary
mnutes cover quite a bit of the material that we di scussed
at that tine.

DR GRAY: Ckay.
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M5. KAUFMAN  One quick thing. | amhearing
sonet hi ng about base mammo facilities. | just want to point
out that there are a nunber of portabl e mammography
conpani es that don't have a base site there to strictly
portabl e conpani es.

DR GRAY: | assune they have to be accessi bl e,
al so, including the one that | heard about recently that
does mammograns in the dressing room in the | adies dressing
room at the departnent store.

M5. LANCER Joel, before we leave this, is it the
sense of the coomttee still that there should be, if not
the ability as Rta said to provide the service, access in-
service; if that is inpossible, to have sone way to refer
the wonman on to a pl ace reasonabl e convenient? 1Is that the
sense of the coomttee? That was the sense last tine as
wel | .

DR GRAY: | believe so, yes.

[ Over head. ]

DR GRAY: Item(17), X-ray film "The facility
shall use X-ray filmfor mammography that has bene
desi gnated by the fil mmanufacturer as appropriate for
mamogr aphy. "

Vague. Public comment. Vague. Needs a standard

for emulsion variability. Three people comented on that.
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The FDA needs to inplenment inter- and intra-batch
variability standards. O course, sonebody al ways agrees
with it, also, and one person suggested adopti ng ACR storage
requirenents.

| like the last question. How do you know if the
manuf acturer's designated filmis adequate for manmmography?

Any commrent s?

[ No response. ]

DR GRAY: The purpose basically behind this was
to require that people don't use dual -emulsion filns unless
t hey perhaps were specifically designed for nmammogr aphy;
that they should be using a filmthat the manufacturer feels
was designed specifically for that application. That is al
| think that we were trying to get at there.

[ Over head. ]

DR GRAY: Intensifying screens. "The facility
shall use intensifying screens for nmammography that have
been designated by the screen manufacturer as appropriate
for mammography...," and we nmade a nodification here at the
last tine, "...and shall select the screen appropriate for
the film" neaning in terns of spectral sensitivity.

Sonebody poi nted out that this would ban zero
mamogr aphy. Anot her person agreed with this proposed

regul ation, and | suspect it is the same person who raised
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t he question, how do you know if the manufacturer's
desi gnat ed screens are adequate for nammography.

Any questions or problens here?

DR HENDRICK It would seemto be appropriate to
say for sites performng screen-fil m manmrography.

DR GRAY: kay, for facilities performng screen-
f il m mamrogr aphy.

DR KCPANS. Just out of curiosity, howwould this
be enforced? Wo decides that a screen that has been
selected is appropriate for the filn?

DR GRAY: The manufacturer designhates that as

such, and | believe that woul d have to go through the 510(k)

process.

DR KCPANS: | thought you were changing -- naybe
| mssed the change -- "as appropriate for nmammography and
sel ect the screen appropriate for the film" 1Is it, then,

"as designated by the nmanufacturer”?

DR GRAY: That woul d be designated on the basis
of spectral sensitivity.

DR KCOPANS: You said there was a rewite of this
par agr aph.

DR GRAY: R ght.

DR KCPANS: Maybe | need to hear the conplete

rewite.
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DR GRAY: "And shall select the screen
appropriate for the film" and | guess it is followed by
"specified by the manufacturer of the filmused."

DR KCPANS. Because, otherw se, you coul d sel ect
a screen and say | think it is appropriate, and who deci des
that it is appropriate?

DR GRAY: Rght. It would have to be a
spectrally matched system That woul d be defined by the
manuf act urer.

DR KCPANS. Make sure the |anguage is clear
enough so, again, it can't be circunvented.

DR GRAY: R ght, right.

DR HENDRICK  The problemw th the way this was
originally witten is it seens to specify that the
facilities should do the spectral matching, and that is
pretty unreasonabl e.

DR GRAY: R ght.

[ Over head. ]

DR GRAY: Item (19 ), filmprocessing solutions,
"For processi ng mammography filns, the facility shall use
chem cal solutions that are capabl e of devel oping the filns
used in a nmanner equivalent to the mninmumrequirenents

specified by the fil mnmanufacturer.”
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One individual said delete "mninum" nust conply,
and the regul ati on shoul d encourage nore than m ni num
characteristics. There were six people commenting to that
effect.

The facility should denonstrate the equival ence.

I n other words, where does the burden of denonstrating
equi val ence fall?

Sorme manufacturers refuse to acknow edge the
equi val ence of others products. A couple of people nade
t hat comment.

How i s equi val ence determned? |[|f a nmanufacturer
does not make chemcals, in other words, the manufacturer is
going to have to specify sonebody's chemcals other than his
own.

(ne person said we agree, but guidance is needed
on this, and then two other people said they just agree.

Any general comments regarding the public
comment s?

[ No response. ]

DR GRAY: Ckay, noving on.

[ Over head. ]

DR GRAY: (20), lighting. W did make a change
in the wording of this, and I will read it as | understand

it was nodified or suggested to be nodified. "The facility
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shall provide a special light with |umnance | evels greater
than that provided by the U-box." 1In other words, the
facility should provide a hot |ight.

Dan?

DR KCPANS: | apologize. Mybe thisis alittle
silly, but lighting for viewng filmscreen i mages, | was
thinking the light inthe facility. You have to have the
chandeliers turned up a little higher.

DR GRAY: ood point. Maybe Charlie can clean
that up when they revise this.

| thought you were going to comment that this
doesn't apply to digital inages.

DR KCPANS. Ch, no. W back-light all of our
digital inages.

DR GRAY: (h, okay.

DR KCPANS: Put the light right behind the
monitor. |t gives you nmuch better |ighting.

[ Laught er. ]

DR GRAY: Any other comments on the hot |ight?

DR MONSEES: May | ask this?

DR GRAY: Yes, Barbara.

DR MONSEES: Hot lights, would they technically

have variable illumnance? | nean, it is on or off.
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DR GRAY: No. The variable illumnance was
deleted fromthis or recommended the l[ast tine.

DR MONSEES. kay, thank you.

[ Over head. ]

DR GRAY: (21), filmnasking devices. "A
facilities shall have fil mmasking devices that can limt
the illumnated area to a region equal to or snaller than
t he exposed portion of the film"

"Facilities using X-ray collimation that provides
nonr ect angul ar exposed areas...shall provide nmaski ng devi ces
appropriate to these fields."

(iti) is, "Facilities shall nake devi ces neeting
the requirenents" of this section available to the
interpreting physician.

The last tinme we discussed this, we recomrended
deletion of itens (ii) and (iii). | amnot sure why we
recomrended del eti on of the nonrectangul ar nasks. Do you
recal | ?

DR HENDRICK | think it is covered in (i), isn't

DR GRAY: (h, you are right. That is why,
because it is not specific to rectangul ar or nonrectangul ar.

Good.
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So we recomended del etion of itens (ii) and
(iti). Are there any other comments or concerns about (21)7?

The public comments were four people agreed with
this. One person said it should be part of the physics
survey and not part of the regulations. Expand. Wat they
nmeant by this is they wanted the FDA to say not only shoul d
they be there, but they nust be used, and | amsure Flo can
figure out how you regul ate sonething |ike that.

(One person said that these things are expensive
and cunbersone, and al though they may inprove
interpretation, this is excessive regulation, but that was
only one conmmrent.

Any comments or suggestions regardi ng the coments
and the proposed regs?

[ No response. ]

DR GRAY: kay. (22), filmprocessors. "Film
processors used to devel op mamrograns shall neet the
followi ng requirenents: (i) The processor shall be adjusted
and naintained to neet the technical devel opnent
specifications for th enploynent filmin use. (ii)

Ef fective Qctober 1, 2000, the processor shall indicate the
selected tine cycle...." It is specified what the time

cycleis. Let's just leave it at those two for now.
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So we are saying the processor nust neet and
process filmto the specification for that film and
secondly, the time cycle or the devel opnent tinme nust be
di spl ayed.

None of the public comments that | have noted up
there are particular to these. They go on for sone of the
further ones.

Yes.

DR KCPANS. Shouldn't that really be required for
vari abl e cycl e processors? | nmean, if you have got a fixed
cycl e processor, what is the point of displaying it?

M5. KAUFMAN | think during our earlier
di scussion, it was decided it was really easy because, if it
didn't already indicate that, they could just stick a | abel
onit.

GRAY:  That is right.

KOPANS: How nmuch is that going to cost?

5 2 3

KAUFNAN A dol | ar.

DR GRAY: The price of a piece of tape.

Rta?

M5. HEINLEIN There was one public comrent that
says that if it is going to be mandatory to neet the film
manuf acturer's technical requirenments, then it should be

required for the manufacturers to make witten guidelines
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available as to what factors are needed to achi eve maxi mum
results fromthe film

This has conme out a couple of tinmes. | don't
know. This sonmehow needs to be addressed that this is nmade
avail abl e to people so that they know what the technical
requirenents are.

DR GRAY: This was the issue raised under the
film also, that the equivalency data has to be there. You
are right. That data is not readily available on nost filns
at this point.

M5. HEINLEIN | don't know what the nechanismis
toget that. | don't knowif you can nmandate that the film
conpani es nake it avail abl e.

DR GRAY: So howcan we put a regulation into
effect if there is no way to get the data to inplenent it?

M5. HEINLEIN  Unless naybe, at least if it isin
effect, it gives the facility at |east sonething in bl ack
and white to take to the filmmanufacturer. It mght help a
l[ittle bit to get sone infornmation out of them

MR SHOMLTER (One hope with sonmething |ike this,
and let's assune for the sake of argunent for the nonent
that this is not available, that if it does becone a
requi renent, that, indeed, soneone will nake it avail abl e,

and that individual or that manufacturer nmay well gain an
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advantage and others may well see it that it is in their
best interest to make this informati on available as well.
That woul d be the hope.

DR KCPANS. | interpreted this as being if you
are going to change chemstries other than what are required
by the manufacturer or what are suggested by the
manuf acturer that you show that the processing will be
equivalent. 1Isn't that what you are suggesting?

DR GRAY: That is one issue, but there are al so
i ssues about different types of devel opi ng processors. The
i dea here was just to nmake sure you got the equival ency out
of the film regardl ess of whose chem stry, whose processor
you used or what ever.

DR KCPANS: | think all manufacturers specify how
their filmshoul d be processed.

DR GRAY: Usually in their own chemstry, though.

DR KCPANS. Rght. Then, it would be up to the
site to showthat, in fact, if they are using different
chemstry, it is comng out with the same H&D curve as the
manuf acturers recommended. Isn't that correct?

DR GRAY: That nay be the interpretation. | am
not sure how the site woul d go about doing that, however, if

they didn't have the data.
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DR HENDRICK: That is right because you have to
do it in season chemstry.

DR KCPANS: | thought that is what the
requi renent was saying is you have to do it.

DR HENDRICK Are they going to devote their
processor to trying out the film manufacturer-recomended
chemstry for a period of time and then switching it to
their own?

DR KCPANS. But isn't the purpose of the
regul ation -- because we have done this a lot. W fool
around with chemstry all the tinme, but we are trying to
i nprove on what the nmanufacturer has done, and there, you
woul d ask for a variance if you think you have inproved, but
| don't understand why you can't show t he equi val ency, and
have to show equival ency if you are not going to use the
specified chemstry.

DR GRAY: That is basically what we are saying
has to be done, but the question is where do you get the
data to show t he equi val ency.

Most of these snall facilities that the question
woul d probably cone up in would not have the data and
probably couldn't generate it thensel ves.

DR KCPANS: You nean their high school

equi val ency physicists couldn't do it?
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M. KAUFMAN | think what we we re trying to
address here was the issue of the honenade kind of
chemcals, the generic stuff that the little conpani es nmake
t hensel ves and that often aren't even close to the
manufacturers. | think that is what we were trying to
address is that you couldn't do sonething |ike that.

DR HENDRICK But this does get into pretty
conpl ex issues for a facility to sort through, such as if
they are not getting the sanme H& curve as recommended by
the fil mmanufacturer, is it due to the chemstry and the
processor, is it due to the filmbatch that they received,
what |evel of variation fromthe specified H& curve do you
allow, do you say is acceptable. It really gets pretty
conplex for a facility to sort through this and not have to
call an expert in filmprocessing into doit.

DR GRAY: Any ot her concerns or coments?

[ No response. ]

DR GRAY: oing on to (iii), effective Cctober 1,
2000, the processor shall be capable of naintaining
devel oper tenperatures of plus or mnus a hal f-a-degree
Fahrenhei t.

The last part of that, starting with conpliance
measurenents where it tells you howto neasure it, the

comm ttee recomended deleting that the last tinme.
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Comment s regardi ng that, specs and di spl ay,
devel opnent tinme. | ama little confused as to where these
cane from These nust be general comments.

I's there any problemw th plus or mnus a half-a-
degree requirenent? | think nost processors out there today
will nmeet that as far as | amaware

Ef fective Qctober 1, 2005, the processor shal
clearly display the actual tenperature within plus or mnus
2 degrees of the actual tenperature.

A question was raised as to where it should be
di splayed. W didn't specify that.

DR HENDRICK .2 of a degree.

DR GRAY: .2 of a degree is the accuracy of that,
yes.

Two peopl e indicated this was needl essly
expensive. | amnot sure how nmuch the manufacturers woul d
charge to add this onto it, but you can buy a digital
t hernoneter for about $150 to $200. So | wouldn't think it
woul d be too nmuch nore than that.

Penny?

M5. BUTLER The ERG report, the information they

got was $300 for the upgrade.
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DR @GRAY: $300? So you are tal king about a $300
upgrade to a device that costs sonmewhere between 10- and
$25, 000.

(ne person indicated there was no clinical need.
| guess | woul d take exception to that saying that when you
are doi ng your process quality control, one of the things
you shoul d be nonitoring is the processor tenperature.

In many of these processors, in fact, the
procedure is described here which we del eted to neasure
tenperature, would require you to pull the racks out, and
you really don't want to do that. You want to be able to
nmonitor the tenperature fromthe outside of the processor

There were a |l ot of negative coments, in general,
about the procedure. Specifically, three people said that
we should get rid of that particular procedure for measuring
the tenperature

DR HOUN | had a question on whether this is
real |y needed.

DR GRAY: Wiich?

DR HOUN  The displ ay.

DR GRAY: It will not nake the dif ference in
detection of cancer, but it sure nmakes the job of the
quality control technologist that is required to do daily

processor quality control a | ot easier
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DR HOUN That is nice to have. 1Is it essentia
for quality to have this display? You have a requirenent
for standard in terns of the tenperature, but this display,
isit essential for quality?

M5. BUTLER | would like to suggest that we put
sonme of these into that newy acquired category that we
have.

For exanple, the tenperature display, currently, a
| ot of processors don't have tenperature displays, and the
techs neasure the tenperature by hand. So it is not
absol utely necessary. They do an adequate job of it as is.
No question, it nmakes their life easier if they had it, but
| don't think it is absolutely necessary.

M5. KAUFMAN  That wasn't going to be required
until 10 years after inplenmentation.

DR HON A so, the problemw th 10 years is,
then, again, if it is not essential that it happen right
away, but we can wait 10 years, thenis it --

DR GRAY: Do we really need it?

DR HOUN  Yes.

DR HENDRICK The variations in tenperature wll
show up as variations in the sensorinetry done on the film

DR GRAY: R ght.
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DR HENDRICK So this first requirenent of
keeping the tenperature w thin half-a-degree Fahrenheit is a
little bit of overkill, but it is desirable. The display of
the tenperature, since we are testing things daily in the
processor through sensorinetry, it is really just a |uxury.
If their sensorinetry isn't consistent, then they can | ook
at the processor and see if the tenperature is adequate.

DR GRAY: Hizabeth?

DR PATTERSON  Yes. Wat is the life of a
processor? |In other words, if you are putting somet hi ng out
there that you say it has to have a display in 10 years and
processors are going to |ast longer than that and you have a
processor now that doesn't have that display, are you going
to have to replace it just for the nicety of having a
di spl ay?

DR GRAY: | would suspect that 10 years woul d be
a reasonable life to configure on it because nost of them
tend to corrode or have probl ens before then.

DR HENDRICK: W have plenty of processors ol der
than 10 years.

DR GRAY: Do you?

DR HENDRI CK  Sure.

DR KCPANS. | amnot sure it suggests a | uxury.

First of all, it doesn't sound like it is very expensive to
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do. Second of all, you can measure tenperature at the

begi nning of the day, but there are reasons. These systens
can drift. You can be running into problens. Suddenly, you
are starting to see degradation of the image, quite frankly,
and you are trying to figure out what it is. Wereas, if
there is a visual display, the technol ogist, hopefully, wll
appreciate that sonething is going on in the tenperature.

| would nake it sooner rather than later. | think
it is nore inportant that seens to be indicated h ere.

DR HENDRICK: Does it need to be accurate to
within .2 of a degree Fahrenheit?

DR GRAY: That should be no problemwth the
equi pnent that is there today. That is not pushing the
science at all.

M5. KAUFMAN | agree with Dan that you only do
the processor (C test once a day, and the tenperature really
can vary rather significantly during the day, and the idea
istotry and catch this stuff before you see it on clinical
I mages.

This, | think, is not a real expensive issue, and
it would make it real easy to notice that.

DR GRAY: CQCarl?

DR DCRSI: | have used that nyself when contrast

started to decrease, and with the water supply and
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everything and weird tenperature affects it. It has hel ped
alot to know the tenperature, to glance and adj ust the
devel oper tenperature. |If it is arelatively cheap fix --
it is $300, | guess sonebody said, to put in a digital
readout -- to ne, it borders on useful and not a | uxury.

| nean, | can understand what you are saying. You
can take the tenperature by pulling off the top and j ust
di pping a thernonmeter in and | ook, but people don't tend to
do that. They will tend to | ook at a nmeter right on the
nmachi ne.

DR GRAY: Unfortunately, a |ot of the processors,
it requires nore than lifting the hood.

DR KCPANS: Well, then, it really is necessary.

DR GRAY:. At least one of the major manufacturers
has a processor that the dryer lays on top, and you have to
[ift that up to get down intoit. It is not an easy
nmeasurenent to make in a |lot of cases.

What is our recommendati on? Do we | eave the
requi renent for a clear display of the processor in at 10
years? Do we shift it for 5 years? Do we take it out
conpl etel y?

M5. KAUFMAN W could do | 1ke on the other ones

and nake it new y acquired equipnent.
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DR GRAY: kay, new y acquired equi pnent, 5
years. Any objection to that?

[ No response. ]

DR GRAY: kay.

M5. HEINLEIN That is just (iv), correct?

DR GRAY: (iv), yes.

Section (v), effective 10 years, processors wth
vari abl e cycles, a selectable paraneter shall be interl ocked
to prevent any initiation of changes in the paraneters until
any filmin process is conpleted, and to prevent any new
filmfromentering the process cycle until the variables are
properly stabilized at the new cycle paraneters. |If there
is an override for this interlock for maintenance
procedures, the override status shall be clearly indicated
to the operator.

Penny?

M5. BUTLER | would like to propose that that
also go in the newy acquired equi pnent category.

DR GRAY: Five year, new equiprent, yes.

Any ot her commrent s?

DR HENDRI CK:  There were ei ght comrents by
commenters witing letters that said the requirenents in
Section 22 are unreasonabl e and that no equi pnent currently

avai l abl e can neet them and it would i ncrease the cost to
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processors and mammography with no inprovenent in film

quality.
| just thought eight comments was enough to mnake.
M5. KAUFMAN  Except if you | ook at that eight
comments, | think they were all essentially fromthe sane
facility. So it may be, like, a duplicate letter. | amnot

saying that doesn't count.

DR GRAY: Any ot her comments?

Rut h?

M5. McBURNEY: | just have a concern whet her or
not the manufacturers of the processors can do this in 5
years. Are they currently doing a simlar type of thing?

DR GRAY: | can speak for the high-end processor.
The m croprocessor control systens out there today all have
this on it already.

M5. MBURNEY: (kay.

DR GRAY: It is the |ess-expensive processors.

Are there any nmanufacturers here of processors?

[ No response. ]

DR GRAY: It is the | ess-expensive ones that
woul d be questi onabl e.

Penny?

M5. BUTLER Before we go away fromthis, | would
like torevisit item(iii) in this section.
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DR GRAY: kay.

M5. BUTLER | just want to point out that one
manuf acturer replied that in order to conply with this item
on sone of their systens, they basically have to replace the
unit, $10, 000.

DR GRAY: You are tal king about the half-a-degree
processor control, item(iii)?

M5. BUTLER  Yes.

DR GRAY: Does it identify the manufacturer?

M5. BUTLER | amtrying to find it.

DR GRAY: The only processors | amfamliar with
that can't do that are the ones used in dental.

M5. BUTLER: It says industry personnel indicated
that processors that are not currently in conpliance with
this requirement could not be corrected with a retrofit.
Therefore, processors that do not have this capability
require total replacenent. That is what it says.

M5. MBURNEY: D d we nake that one for new
equi pnent onl y?

M5. BUTLER W hadn't.

GRAY: As it stands now, it is for 5 years.
McBURNEY:  But on all equi prent ?

GRAY: That is correct.

> % 5 3

BUTLER  Correct.
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M5. McBURNEY: Maybe we should nmake it for new
equi pnent .

M5. KAUFMAN  How big a deal is it to put in a
better thernostat?

DR GRAY: It is not the idea of a better
thernostat. The dental processors | amfamliar with do not
have recircul ation, and they do not have tenperature control
systens at all.

M5. KAUFMAN R ght, but we are tal ki ng about for
doi ng mammo fil ns.

DR GRAY: Well, | amnot sure what this processor
is. | amnot sure who they are referring to.

| guess before | would feel confortabl e about
deleting this or making changes init, | would like to find
out who the manufacturer is and how many units are out
t here.

Personally, if they can't control the tenperature
to plus or mnus half-a-degree, | amnot sure they shoul d be
processi ng mammography filmin them

So are you confortable if it is 5 years and new
equi prent ?

M5. BUTLER No, | actually tend to agree with you
that we should have the control on all equipnent, but | did

want to bring it up because this is a major cost item
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DR GRAY: Shall we leave it as it is for now?
Are there any strong feelings one way or the other? Leave
it? Ckay.

B i zabet h?

DR PATTERSON Ckay. Thank you very nmuch, Ed and
Joel .

Now, | want you to know that we have conpl et ed
yesterday' s agenda, okay? Ve wll be starting after |unch,
which we will reconvene at 1:45. W wll reconvene, and we
will start with today's agenda, basically, and we will
finish today' s agenda before we | eave tonight.

So | suggest you eat a good | unch, and you nay end
up having pizza in tonight, seriously, because we have a | ot
of material that we have to cover yet, and tonorrowis all
on accreditation bodies. So | can't allowtoday's stuff to
go into that tonorrow

So, out front there, they nay take your order for
pi zza or what have you, but seriously, we will finish
tonight, and for those who have been on the committee
before, you knowthat | ama real stickler for finishing up
what has to be.

Yes, Any.

M5. LANGCER Madam Chair, could | ask that all the

commttee really keep their remarks brief? 1 think we all
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kind of get into a streamof consci ousness which is
interesting, but I think we really could do a better job,
all of us, of keeping our remarks conci se.

DR PATTERSON | agree, and hopefully, we can
don't |like these mdnight sessions, but we will finish
t oday' s agenda.

Enj oy your lunch. Make it good.

[ Wier eupon, at 12:30 p.m, the proceedi ngs were

recessed, to be resuned at 1:58 p. m]

M LLER REPCRTI NG COVPANY, | NC.
507 C Street, NE
Washi ngton, D.C 20002
(202) 546- 6666



j am

AFTERNOON SESSI ON

[1:58 p.m]
Radi ol ogi ¢ Technol ogi st s
Retention of Personnel Records
DR PATTERSON W are going to reconvene.
Ve will have to forgive Alan today. It is his

birthday. So we will forgive himfor being | ate.

[ Appl ause. ]

DR PATTERSON He would really appreciate it if
we could finish upintine for himto at |least have a little
bit of activity this evening.

(ne other request is sone of you are tal king
before your mkes are turned on, and it is not getting on
the transcription. Please nake sure that it is on before
you start saying what you have to say.

Let's pretend like it is 8:00 a.m, and we wll do
the technol ogi sts and the retenti on of personnel records.

Rta?

To get you into where we are, that is 14907 and
08.

[ Over head. ]

M5. HEINLEIN Good norning, since it is 8 o' clock
in the norning.

[ Laught er. ]
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M5. HEINLEIN W are on page 14907, starting with
(2) inthe third colum for the radiol ogi c technol ogi sts.
(i), under the general requirenments, | wanted to put this up
first, just sone general comrents that came in. | think it
is already sonmething that the FDA is aware of, that there is
no grandfathering, so that there would be no one that was
qualifi ed.

Sonme of the 92 comments commented to grandfat her
those RTs who had net the interimregul ations. One stated
that as long as the technol ogi st by Cctober 1, 1997 had
either 40 hours in training or 20 hours and their M their
advanced certification, others, many of the 92, just said
grandf at her in those technol ogi sts who have shown that they
have their advanced certification, who have M

Three comments under the general commrents.
Supported the docunentation of proficiency testing. e
stated that it should be evaluated by the | ead interpreting
MD. As we get intoit alittle bit farther, there were sone
ot her comrents, though, that said that there should not be
proficiency testing, that it would be too costly.

Movi ng down to general requirenents, | thought it
was interesting that there were 33 comments, 33 witten
comments, stating under (A) that they be licensed to perform

general radiographic procedures in the State, enphasizing
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that the licensure should be in the State where they are
practicing, as it is with the physician.

Are there any additional comrents on (A)?

M5. MCBURNEY: That would be a little difficult
for those inthe mlitary, wouldn't it? |If they were not
practicing in a State?

M5. HEINLEIN In the State?

M5. MBURNEY: Yes. Q, if they practiced in
several states -- well, they wouldn't be practicing in
several States at the sane tine. O, if they were
practici ng overseas or sonet hing.

M5. HEINLEIN R ght. | don't know that the 33
witten comments addressed that issue at all.

Any other comments to that effect?

Yes, Cass.

M5. KAUFMAN  Under physicians, it says a State.
M. HEENLEIN Ch, it does?

M5. KAUFMAN  Yes.

M5. HEINLEIN  And physi ci sts.

| just thought it was interesting that 33 comrents
woul d pick up on that and the semantics of that.

Yes.

M5. HACGERTY: | amJudy Hagerty with the

Mammogr aphy Accreditation Consul tants.
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| have worked overseas not as a mlitary t ech,
actually as an X-ray tech who is a dependent wife, and this
woul d al so hit the dependent w ves who were |iving overseas.

There were tines when the mlitary tech was
transferred out and there was no one to take the place, and
| actually took the place at two different sites of the
mlitary tech that was doi ng radiol ogi c exans.

Now, there are mammogr aphy exans bei ng done
overseas in mlitary facilities, and if you keep it to the
State, it would nmake it difficult for the mamrography techs
who are mlitary wives doing it overseas. | was just naking
a comment on that one comment.

M5. HEI NLEIN  Thank you

Ed?

MR BAILEY: Ed Bailey fromCalifornia.

| don't know whether this goes to why a State is

i mportant or why sonebody said "the," but we have been
approached by sonme people in States that do not have State
licensure to be licensed in California so that they didn't
have to be ARRT or they could neet the requirenents for
ARRT.

M5. HEINLEIN Ed just got a call froma

t echnol ogi st commenting on that.

[ Laught er. ]
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M5. HEINLEIN Eizabet h?

DR PATTERSON Just to nake a conmment that they
are probably the sane 33, but there were letters, also,
under the physicians saying "the State" instead of "a
State. "

M5. HEINLEIN Is there a feel? Do we want to
nmake any particular conment to the FDA in that regard?

Charlie?

MR SHOMLTER Let ne just tell you why it is
that way. W first confronted this issue particularly with
t echnol ogi sts and with medi cal physicists froma point of
viewof if an individual is licensed in one State, the first
exanpl e that came to ny attention was |licensed in Wst
Virginia. They were practicing in Virginia.

Fromthe Federal point of view if the individua
was |licensed in Wst Virginia and practiced i n Wst
Virginia, that would be fine. W wouldn't care.

Then, why should we care if they are practicing in
Virginiaif it is okay wth the State jurisdiction? Now,
Virginia happens to be a State that does not |icense
radi ol ogi ¢ technol ogi sts, and so there was no issue there.

It isreally that plus the mlitary situation
wher e physicians, technol ogi sts practice all over the

country. They do, perhaps, practice in different places at
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once because they do tenporary duty. They fill needs in
different areas. The requirenent there is to be licensed in
a State. It would create, | think, some difficulties for us
as a Federal programto try to enforce particular State
l'icensure, which is what this woul d be.

The States certainly are free to enforce that on
their own.

M5. HEINLEIN: Dan?

DR KCPANS: | amjust curious. If all of MBAIsS
to have high-quality inmaging, are there States that you can
be licensed in that really don't require any training or
denonstration? |In other words, can |l goin, in a State, and
pay for a license to be an X-ray technol ogi st?

MR SHOMLTER | amnot aware of any. | believe
that it is a fairly consistent |icensure programfrom State
to State, as far as | amaware.

DR KCPANS: For those that do |icense.

M5. HEINLEIN  Any other comments concern ing the
general requirenent?

[ No response. ]

M5. HEINLEIN There were six comrents that cane
witten in under the general requirenents, just saying that
spot -checking on filns every 3 years was a very good i dea.

| don't know if that can al so be incorporated into sone
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other things, but since it was witten in under the general
requi renents, | nade the conmment here.

Al right. Then, let's nove on to the next slide.

[ Over head. ]

M5. HEINLEIN  Under the mammography requirenents,
| think it is interesting that this nmorning we heard a
coupl e of comrents from previous speakers. Twel ve peopl e
made comments on sonething, and that was certainly a
reasonabl e nunber for us to pay attention to.

Al so, we discussed maki ng changes this norning,
just comng in fromone or two comrents.

Vel |, before | realized that the ERG had counted
all of these, | sat down and nade little hash marks on every
letter that | read and all the different comments, and |
really was astounded to see that there were over 550 witten
conment s concerni ng acceptance or recognition of the
advanced certificati on exam

| think that is really a very substantial nunber
and | think it lets all of us know how the technol ogists in
this country feel about that advanced certificati on exam

320 commented that it should be required. It
shoul d be recogni zed as a requirenent. E ghty-nine

commented that the Mplus 40 hours shoul d be required.

M LLER REPCRTI NG COVPANY, | NC.
507 C Street, NE
Washi ngton, D.C 20002
(202) 546- 6666



j am

Then, there was a w de range on how rmuch shoul d
the Mfulfill as part of the 40-hour training requirenent.
Five said it should count for 5 to 10 hours. Twenty-two
peopl e commented that it should count for at |east 20 hours.
One sai d sonmewhere between 20 and 30 hours. Four commrented
that it should be 24 hours. Seventy-nine said it should
count for the entire 40 hours, and 11 just nade the commrent
that it should count as partial fulfillnent.

One of the interesting letters that came in said
that if people are taking continuing education classes, we
all know that people can sl eep through these continuing
education cl asses, but you cannot sleep through this
advanced- | evel exam nati on.

| think in some of the other comments that cane
in, it said failure to recognize the certification in
mamogr aphy is harnful to the field. RIs will have no
reason to obtain the certificate. The |aw woul d di scourage
the profession to inprove itself.

You need not to state that it specifically
endorses it, but should address it as it is done under the
interpreting physician, and I will comrent on that |ater on.

Anot her one commrented , recognizing the M RTs have

wor ked very hard to have mammo recogni zed as a specialty.
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Don't take the recredibility of this examaway. This exam
or its equivalent should be mandatory, it is in ny State.

Anot her said, since its inception in 1932, the
ARRT has al ways pronoted the highest standards for
education. "There is no justification to even consider that
their standards would be | owered and 'dimnish the integrity
of the mammography exam' The AART exam shoul d be
recogni zed." Then, it was stated, the Secretary of HHS
recogni zes it.

| amcertainly not going to take the tine to read
all 550-plus comrents, but in lieu of that, does anyone have
any additional comments to add to that?

DCan?

DR KCPANS: | apol ogi ze for not know ng the
di scussion that went on previous to this about this issue,
but it seens to ne we have been tal king, at |east yesterday,
about neasures of conpetency and so on. There is at |east
an examnation that nost of accept as denonstration of a
certain level of conpetency. Wat was the reason for not
recogni zi ng the exan?

M5. HEINLEIN  Charlie?

MR SHOMLTER It is not recognized in the sane
way that it is not recognized under the interimregul ations,

and let me clarify that. Requirenent for training is the
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requirenent. W do recogni ze the Mas conpl eting training
under the interimregulations. W would recognize it for a
certain portion of, depending on how this discussion cones
out, possibly all of the 40 hours of training required under
the final regul ations.

The fact that it is not mentioned in the
regul ations doesn't nean that it won't be recogni zed as a
practical matter, just as it is under the interimregs.

M5. HEINLEIN Eizabet h?

DR PATTERSON | think one of the comments that
was nade during the discussion regarding this was for the
training requirenent it fit, but there was no experience
that was required for the M In other words, sonebody coul d
pass the examwi t hout ever having done a marmogram If |
remenber correctly, that was part of the discussion at the
tine.

M5. HEINLEIN Yes, | think that is right, and
that is why there are additional comrents on the perfornance
portion of the 50 exans under direct supervision.

The comments that were nade here, these 550-pl us
that | read, many of themsaid that, in addition, there
shoul d be some type of clinical conpetency or there should

be performance of clinical exans, and then, others just said
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no. As you can see, 320 said no, that it should just be
required.

Cass?

M5. KAUFMAN Do you know how many technol ogi sts
have taken and passed the manmography part? Was it about
5507?

M. HEENLEIN  Ch, no, no, no. No.

[ Laught er. ]

M5. HEEINLEIN | knowthat it is 20, 000-plus that
have taken it.

M5. KAUFMAN | amnot against it. | think the
manmmogr aphy thing is a very valuable thing, and | think we
do need to give it a lot of credibility, but | suspect that
all of those peopl e have taken the exam

M5. HEINLEIN Ch, sure.

M5. KAUFMAN | was just going to reiterate what
Bl i zabeth said in that you don't have to have even taken a
manmmogram to take and pass that test.

M5. HEINLEIN R ght. | think that everyone
agrees that the test does show credibility of cognitive
know edge, and for that reason, there was the inclusion of
additional clinical proficiency, too.

Dan?
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DR KCPANS. | was just going to second that. |
think that | wasn't suggesting that the test should be the
only determnant, but | think it is a good way of neasuring
the 40 hours of classroomwork, if you will, and to see that
that has actually been | earned, and then, in addition,

t hi nk, obvi ously, you need direct hands-on clinical work as
wel | .

Again, we are all fishing for measures of certain
| evel s of conpetency, and that is one that | haven't heard
anyone disagree with. | may be wong about that, but I
haven't heard it. So it would seemto nme that it shoul d be
incorporated as part of the requirenent to do nmanmography.

M5. HEINLEIN  Yes.

M5. QAKLEY: | was just absol utely overwhel ned by
t he nunber of comments that came in. A lot of the comments
that | know you got were on ny consuner conplaint sheets.
was j ust astounded at the nunber that were in there, and I
think that speaks very well for this organization. Even if
there is 20,000, even this percent took the time.

Alot of themwere letters that were duplicate,
but they were signed separately.

M5. HEEFNLEIN Rght. |In fact, in speaking to
that, | was very inpressed to see that there were duplicate

letters in there, but signed by the Mammography Quality
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Assurance Commttee. | nean, a whole conmttee got together
to discuss this.

| know that | have heard at different neetings
where there were actual | y mammogr aphy soci eti es, nammogr aphy
t echnol ogi st societies that appoi nted boards to get together
and take sections of this and review it and have di scussion.
So | think that was part of the reason that there were
per haps, nore than one letter signed by different people.

Any ot her comments on the M

Yes, Cass.

M5. KAUFMAN | think one of the concerns was that
ASRT and maybe ARRT, also, only gets 24, | think, credit
hours for passing the nmamrography examnation, and that is,
| think, why FDA was thinking that it would be equivalent to
24 hours, but | don't think that we have to use that
anal ogy.

| think the only reason why they picked 24 hours
was that they require 24 hours every 2 years, and they give
you credit for passing any of their examnations in |ieu of
taking the 24 credit hours of continuing education. So |
think that that analogy isn't necessarily a correct one, and
in fact, | suspect that it takes maybe nore than 40 hours to

really prepare for the exam nation
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So | think that it would be very reasonable to
give themcredit for the 40 hours of their ARRT(M.

M5. HEINLEIN In fact, in support of that, a
couple of the letters nmade a comrent that the M shoul d count
towards the 40 hours. It takes longer than 40 hours to
prepare for this test, and there were many, "I spent over 40
hours studying for this exam" The AART represents the
ASRT. It should be required for all nmamrographers, and
then, it just goes on and on. After that, it is pretty
much reiterating the sane thing

Any ot her commrents on that? So is the feel of the
coommttee that the mammography requirenent woul d be to say
that they shall either have advanced certification through
an inproved board i n manmogr aphy or have undergone 40
contact hours of contact training, one or the other? Are
there any feelings that there should be Mplus so many hours
of training?

Fl 0?

DR HOUN One is whether the Mwould be inlieu
of the training in anatony, physiology, positioning,
conpression, and the perfornmance of a m ni num of 50.

M5. HEINLEIN | don't think it would be in lieu

of the performance of the mninumof 50. | think it would
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only be inlieu of the training in anatony and phys and
conpression, et cetera.

I's there any agreenent or di sagreenent on that
fromthe coomttee?

Charlie.

DR FINDER | would just ask one question. You
have changed the wording. Does it change what happens in
reality?

VW have said that there are two approaches. You
can either have the ARTMor neet the 40. Wereas, here, we
say you have to neet the 40, and part of that can be -- or
all of it, if we decide, can be the ARTM There is no
change in the requirenent. You have changed t he wordi ng,
but the end result is the sane. AmI| m staken?

M5. HEINLEIN | think so. | think it would be
that you either do the 40 hours of training or you have an
M

DR FINDER Right.

M5. HEINLEIN And in addition to the Mor the 40
hours of training, you would have 50 exans under
super vi si on.

DR FINDER R ght, everything else is the sane.

So, in other words, what we have just discussed

here doesn't change anything. It changes the wordi ng and
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how it |ooks, and there is sone recognition of the Min the
regul ation rather than putting it into gui dance or whatever,
saying this is one way to neet it.

M5. HEINLEIN It doesn't change what is witten
here. It adds to sonething that is witten here.

DR FINDER But the end result is you can eithe r
do one or the other.

M5. HEINLEIN Correct.

DR FINDER Ckay.

M5. HEEINLEIN | think | understand what you are
saying. | amnot sure | understood what you said.

DR FINDER Wat | amtrying to get at is that,
in practice, what you have suggested in terns of rewording
it doesn't change what people have to do. There is no
difference, as | understand it.

M5. HEINLEIN  Dan?

DR KCPANS. Wiy not require the M?

DR FINDER Well, that is a different issue.

M5. HEINLEIN | think the issue of wheth er or not
torequire it is for those technol ogists who work in a State
that have State |icensure who are not RTs. They are not
certified through the ARRT as general technol ogists.

Because they do not have that general certification through
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the ARRT, they are not eligible to sit for the advanced
certification.
So, to require the Mwoul d nean that those peopl e
that are only State-licensed woul d not be able to do
mammogr aphy.

DR BASSETT: O they would have to get their

M5. HEINLEIN O they woul d have to go get their

| know that particularly in the State of New York,
| don't know the nunber, but | have worked with a nunber of
technol ogists in the State of New York who have a full State
license. They have trained in other countries, and they
have reciprocity. They sat for the New York State exam So
they are LT. They are |icensed radiologic technol ogi sts.

DR KCPANS: | don't know if you can do this, but
why not require that they have sone State test of conpetency
i n mammogr aphy conparable to the M

M5. HEINLEIN  Any additional comrents on that?

Fl 0?

DR HOUN The statute says that a requirenent for
the technologist is to be licensed by a State to perform

radi ol ogi c procedures. So we can't go against that.
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DR KCPANS. But can't you require that they
denonstrate additi onal conpetency in nmamrography with a test
conparabl e to the advanced certification of the ARRT?

Again, we are going for quality here.

M5. HEENLEIN R ght.

DR KCPANS. W have got to neasure quality that
exists in nost of the country. No one has argued about it
except the States that don't, | guess, use the ARRT or ASRT
or whatever the acronymis.

It would seemto ne, we would want to pronote that
rather than say, well, you can get around it, sitting for 40
hours, and | don't know that that really works.

M5. HEINLEIN Has the FDA heard anything fromthe
ARRT about the possibility of themtaking their exam and
making it available to other people that are |icensed
t echnol ogi sts?

MR SHOMLTER W have not appro ached the ARRT
nor have they approached us, to ny know edge, about that.
That, certainly, theoretically, could be done.

M5. HEINLEIN | know there was sone di scussion
| heard it spoke with soneone at the ARRT, and there were
di scussi ons supposedly at the ARRT board | evel of saying

that, perhaps, they could work sonething out if it was
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needed that technol ogists would be able to sit for the exam
t he advanced certificati on examin nmanmrography.

MR SHOMLTER R ght. 1 nmean, one of the issues
right now, I think, as we first |ooked into this was the
nunbers. |If we nade the ARRT(M a requirenent, we woul d
cause a huge access probl em because there just sinply
weren't enough technol ogists with the Mto serve the
country.

That is not to say that this couldn't be set out
sonehow as a desirable goal and that we coul d work towards
it. It is just sinply not practical at this time, as |
understand the nunbers, to set this out as a requirenent.

DR KCPANS. Wiat are the nunbers? Do you know?

MR SHOMLTER | don't recall offhand. It has
been 2 or 3 years since | |looked at it, and it could have
changed a fair amount since then. | don't know.

DR HOUN | think it is |like one-third or so do
not have it.

DR HENDRICK (ne-third of the technol ogi sts who
do mammogr aphy don't have the Mor one-third of
t echnol ogi sts?

DR HON (ne-third of technol ogi sts who do
mamogr aphy.

M5. HEENLEEN Do have it or do not?
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DR HOUN Do not.

M5. HEINLEIN  Any additional comrents?

Penny.

M5. BUTLER | just wanted to add sonething to
Charlie Finder's question on does it change the reality of
the situation

| think the reality that it does change is
basi cally the acceptance of these regul ations out there.
There was a huge nunber of people witing in about this one
thing, and | think changing the wording to recognize
sonet hi ng changes perception, albeit not what eventual ly
gets required, and I think that is an inportant issue.

M5. HEINLEIN  Ed?

DR HENDRICK: The other thing you have changed is
the circularity of the language as it exists in the proposed
rules, which is that if you nake M equival ent to having 40
hours of docunented training, it breaks the circularity
whi ch requires you to have 40 hours of supervision of
soneone who is qualified, but to be qualified, you have to
have the 40 hours, and nobody is initially qualified. So it
sets apart a group of people who are initially qualified so
that they can train other people. Qherw se, nobody can

ever qualify under this, the way it is witten.
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MR SHOMLTER | think the recommended change in
grandparenting fixes that, also.

DR HENDRI CK  Yes.

M5. HEINLEIN  Any other comrents? So is the fee
of the commttee, then, that it should stay that they have
advanced certification or 40 hours of training? That would
only take care of (ii)(A).

Ckay, everybody is all right with that.

Est her ?

M5. SO AWARELLA: Wiat is the situation in Puerto
R co?

DR HON | don't know specifically about Puerto
R co.

M5. HEINLEIN Al right. Gher comrents that
canme in, 17 comrents said that 40 hours was not a sufficient
amount of training. Thirty-five conmented that the 40 hours
were very inportant, and two commented that under direct
supervision of a certified technologist wth an M only one
person said that 40 hours was excessive, and this was out of
t housands of comments fromthese technol ogi sts.

519 comrents said |l ack of recognition in the
regul ati ons neant the Mwoul d have no value. Vell, | think

we have already comrented on all of that.
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Al right, I think that i s good. W can go to the
next slide.

[ Over head. ]

M5. HEINLEIN  Next, noving down to (B), "The
performance of a m nimumof 50 exam nations under the direct
supervision of a qualified technol ogist."

Two comments -- oh, I'msorry. The training. [I'm
sorry. This covered the training. Two comments said that
it should cover all aspects of quality assurance. S X
comments said that we should add technical factors, film
critique, pathology, and manmmography of wonen with
disabilities. Cne comrent just stated that the physics
shoul d be taught by a physicists, signed by a physicist.

(One comment said add a course on patient
communi cation. Then, there were a couple of interesting
comments. dd-tinmers who receive their training on the job
did not have such training and may have trouble getting it.
Again, | think that brought in the grandfathering issue.

New t echnol ogi sts need 40 hours incl uding
i npl ants, but not experienced people. Again, | think that
is the grandfathering issue.

Aarify if 40 hours is in a ddition to any previous

training. | think there was some m sunderstandi ng on that.
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| think the portion to address here is the total
of the eight comments. That is elaborated on what shoul d be
included if someone takes the route of the 40 hours of
docunmented trai ning. The comrent on should we add anyt hi ng
to what is listed under (A as far as training and anat ony,
physi ol ogy, positioning, conpression, QY QC

Any comments on whet her they feel we should add
anything on technical factors, filmcritique, pathol ogy,
manmmogr aphy of wonmen with disabilities, quality assurance?
Any comrents fromthe coomttee on that?

[ No response. ]

M5. HEINLEIN Keep it the way it is?

Car ol e.

DR CHRVALA: This may not be the place to address
this, but one of the areas that we mght include under this
woul d be training in terns of understanding the statistics
that they woul d be collecting or their outconme data that
they mght be collecting, which at this point is not
addressed. W don't have a formal training program for
that, but potentially, it would be inportant if we get into
the nedical audit situation and that is an ongoi ng pi ece of
t hi ngs.

M5. HEINLEIN  Any additional comrents to that?

Yes, Joel.
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DR GRAY: | woul d assune, maybe incorrectly, that
technical factors and filmecritique would be included under
quality assurance and quality control. That is part of
t hat .

M5. HEINLEIN  Ckay. Penny?

M5. BUTLER To address Carole's comrent, | think
that should be really under the physicians section, and that
may be nore appropriate to address that there.

M5. HEINLEIN M ke?

DR LINVER | would agree, although | must say in
sonme information | have seen about who is actually
collecting audit data, it does fall upon the technologist in
many facilities to collect these data. So | amnot sure it
is all so cut and dry.

M5. HEEINLEIN VWell, | think one thing to renenber
is that these 40 hours -- first off, it is only 40 hours,
and this woul d be taking a brand-new t echnol ogi st that
doesn't know anyt hi ng about nmammography and in only 40 hours
of tine teaching them about anatony, phys, positioning,
exposure factors, physics, et cetera, et cetera. |Is there
enough tinme within this 40-hour tine frame to al so include
cl asses or whatever on statistics?

DR LINVER That is a good point.

M. HEENLEIN G 1da?
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DR CARDENCSA: | would agree with the comments
that have been nmade that that really should fall under the
interpreting physician. | think it would be a mstake to
del egate that to the technol ogi sts.

M5. HEINLEIN To p ut it into regulation?

DR CARDENCSA: That is correct.

M5. HEINLEIN  Joel ?

DR GRAY: The way | read this right now, that
that 40 hours includes doing 50 exam nations, al so.

M5. HEINLEIN Yes. W will address that when we
get to the 50-hour part because there were a coupl e of
comment s about that.

DR GRAY: Is that the way this is nmeant to be?
I's this worded correctly?

M5. HEINLEIN | don't know.

DR HENDRICK | think he is right, the way this
is constructed, but | don't think that was the intention,
was it? The 40 hours would be (A), and then, (B) woul d be
separate fromthat, is ny understandi ng.

M5. HEINLEIN Yes. | think that was the
intention. The 40 hours woul d include just the didactic,
and in addition to that, there would be 50 exans perforned

under direct supervision. That was ny understandi ng.
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DR GRAY: This may be mcronmanagi ng the text,
then, but | think that shoul d be changed.
M. HEINLEIN R ght.
DR FINDER Let ne just bring up a point, again
W are tal king about exactly what we did in April because
that was the recommendation then. So it is nothing new.

MS. HEINLEIN  Ckay.

Cass?

M5. KAUFMAN | know we nade significant changes
in April in this section, and | don't renenber exactly what
they were, but | don't recall. Under, for exanple, the

nmedi cal physicists, we keep bringing up this term
"grandfathering,” and under the nedi cal physicist section,
it tal ks about the effect date of the regul ations,
experience nust be acquired under the direct supervision,
but we haven't done that under the technologist. Ws that a
correction we made? And if it wasn't, | think we probably
need to do that.

R ght now, it says they have to do 50 exans under
di rect supervision, and that woul d apply to everybody.
Again, we get back to who is a qualified individual thing.

So we didn't do that. W probably need to.
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M5. HEINLEIN Charlie, can you remnd the
conmmttee of what changes we have nade as far as the
possibility of grandfathering fromthe April neeting?

DR FINDER | thi nk you recomrended that they be
gr andf at her ed.

| just want to bring up one other point in terns
of (A. In April, the coomittee did recormend additions.

M5. HEINLEIN  What were they?

DR FINDER Patients with disabilities and
exam nees wWth breast inplants to be included in (A), part
of the training.

M5. HEINLEIN | do believe -- and you will see
when we get to the inplant portion -- that inplants should
be included in the 40 hours of training as part of the
posi ti oni ng.

There were 550-plus comren ts on recognition of the
certification. There were, |ike, 300 and sone comrents on
the inplants. Mst of those comments |ed toward not
speci fying a nunber of hours, but to, instead, include that
within the 40 hours of training, specify it there

DR FINDER There weren't that many changes. |If

you want, | can quickly go over them what was recomrended.
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For (A), before it gets to (A), it says the 40
hours of documented training shall include, but then you
recommended it not be limted to.

M5, HEI NLEI N Yes.

DR FINDER Then, those other additions, you did
recommend that (B) be changed to a new nunber which woul d
take it out of the 40 hours. You did recomrend that it be
done after the training.

Then, for (C, you recommended getting rid of at
least 5 hours of training in imagi ng examnees w th breast
inplants and just start at |east 8 hours.

M5. HEINLEIN Yes. Shall we wait until we get to
the next part?

DR FINDER  Yes.

M5. HEINLEIN  Cass?

M5. KAUFMAN  Those changes have not corrected
what | have just nentioned. W just need to nake sure we
get that in, because otherwise, this is going to be really
mucked up.

DR FINDER | amnot saying that. | amjust
trying to tell you what was changed.

M5. HEINLEIN Before we nove on, perhaps we need
to nake suggestions as to what shoul d be included under

"grandfat hering” for those technol ogi sts.
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Are there any ideas fromthe coomttee what should
be i ncl uded?

| can tell you that a couple of the letters nade
suggestions that -- actually, one of them | thought, had
sone pretty nice verbiage -- that those technol ogi sts who
met the initial requirenents by 10/1/97 through either 40
hours of training or have their Mwoul d be grandfathered in.

M5. MBURNEY: That woul d be practicing
t echnol ogi sts?

M5. HEINLEIN  Yes. That was what one commrent
nmade.

Anot her one -- actually five other comments said
that if you qualified under the interimregul ati ons, you
shoul d qualify under the final regulations, to nake that the
gr andf at heri ng cl ause.

Any comrents o r suggestions on either one of them
fromthe coomttee?

The first one. | have one vote that they have
their 40 hours of training or have their Mby Cctober 1,
1997.

KAUFVAN  And be a practi cing.
HEI NLEIN And be a practicing technol ogi st.

KAUFMAN  Yes. Mammo technol ogi st.

5 » » B

HEI NLEI N Mammo t echnol ogi st .

M LLER REPCRTI NG COVPANY, | NC.
507 C Street, NE
Washi ngton, D.C 20002
(202) 546- 6666



j am

Ed?

DR HENDRICK:  Yes. There needs to be sone
i ncl usi on about havi ng performed actual exans, whether it is
bei ng practicing or having perfornmed a certain nunber of
exans by that timne.

M5. HEINLEIN Wbul d you suggest the same nunber
of 50 exans by that tinme?

DR HENDRICK At |east, yes.

M5. HEINLEIN Ckay. So it seens that the
suggestion to the FDA for grandfathering is that they woul d
either have their Mand performed a mni numof 50 exans
under supervision or just have perform just have perform 50
exans, or they have 40 hours of training and they have
perfornmed 50 exans. |Is that an acceptabl e proposal to the
commttee?

[ No response. ]

M5. HEINLEIN Ckay. So we have  taken care of the
grandfathering. Any question fromthe Charlies on that?

MR BAILEY: Just as a point of clarification,
when you say M are you saying only --

DR PATTERSON Please identify yourself or the
record.

MR BAILEY: Ed Bailey fromCalifornia.
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Are you saying just the Mfrom ARRT? W have a
separ ate exam and everything where we have quite a few techs
who have an Mthat may not have an ARRT(MN) .

M5. HEINLEIN That is an excellent point.

Any comments fromthe coomttee on that, that they
have an advanced certification, that they have passed an
advanced certificati on examin nmanmography?

DCan?

DR KCPANS: Well, that is what | was suggesting
earlier is that if there are States that do have advanced
certification. | would like to see advanced certification
inall States, regardl ess of how they have their |icense,
but I think if it is certainly an accepted test in the
State, that woul d be reasonabl e.

M5. HEINLEIN  Any other comments on that?

[ No response. ]

M5. HEINLEIN Al right. Soi t is an advanced
certification examin mammography. You all get the gist of
t hat .

Joel ?

DR GRAY: | guess | would disagree with that
because we have no control over the quality of the
examnation that may be perforned in sone States in the

United States.
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M5. HEINLEIN  Rut h?

M5. MBURNEY: Nor do we have any control over the
ARRT(M either, but either one, you are probably going to
have net the 40 hours of training in order to take that.

M5. HEINLEIN  Dan?

DR KCPANS. | have concerns, too, but | | ust
poi nt out, you have on control over what the 40 hours of
training are either. Sonmeone pointed out, you could sl eep
for 40 hours and have an audio tape in the background.

M5. HEINLEIN Al right. So we are in general
consensus here that it is advanced certification in
mamogr aphy and performance of a m ni nrumof 50 exans or 40
hours of training i n mammography and perfornmance of a
m ni mrum of 50 exans for grandfathering.

Bl i zabet h?

DR PATTERSON | think that advanced training in
mamogr aphy needs to be qualified with those bodi es
certified or approved by the FDA. (Qherw se, you and | can
go out and say we are going to give an exam

M5. HEINLEIN R ght. Any di sagreenent on that
fromthe commttee?

[ No response. ]

M. HEENLEEN | didn't think so.
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Al right. Now we are down to the next slide on
(B), the performance of a m ni numof 50 exans.

[ Over head. ]

M5. HEINLEIN  There were 14 comments t hat
supported this requirenment. Seven said that there shoul d be
nore. It needs to be specified that the exans are in
addition to the 40 hours. Newtechs will need it, but not
experienced people. Again, | think that was the
gr andf at heri ng i ssue.

115 opposed the 50-examrequirenent. N ne said
that just the instruction is sufficient. Nne said that
there were no qualified instructors based on the proposed
final regs.

They did say that if there were, that woul d be
fine, but since there was no one qualified, how could you
require it.

Fourteen thought that the requirenent had to be
met under an M D. and opposed it because they did not have
one at their facility.

Twenty-nine said that it was not achi evable due to
cost, and that there was no qualified personnel. Again, I
think a lot of these were naking the comrent based upon not

gr andf at heri ng.
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Two did not do supervised instruction because they
said you shouldn't do it for patient privacy and for patient
confort.

N neteen stated that rural facilities would have
difficulty neeting the requirement. The difficulty in
nmeeting that requirenent was that they did not have enough
patients for each technol ogi st to have perfornmed 50 under
di rect supervision unless they were grandfathered in.

Again, | think this kind of goes back to the grandfathering
I ssue.

Thirty-two just stated it would be difficult to
achieve. (One said the nunber should be reduced. Sixteen
want ed the nunber higher. Fourteen said that it should be
100 exanms. One said it should be at |east 100 exans. One
said it should be 200 exans, and one said we may want to
consi der attestati on.

Again, | think that a |lot of these comrents cane
in thinking that there was no grandfathering, that every
t echnol ogi st woul d have to do 50 under direct supervision.

Are there any comments on whether we should
suggest to the FDA any changes in (B)? According to the
April changes, it would be that the perfornmance of these
exans woul d take place after they had conpleted their

advanced certification or their 40 hours of training. Any
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suggestions whether it should be del eted or whether we
shoul d just keep the -- let's go, first, should it be
del eted or do we keep the 50 exans? This is new
technol ogi sts for initial training.

VW have one to keep. | hear a "keep" -- lots of
"keeps." Al right.

Any changes on maki ng any recomrendati ons as far
as changi ng the nunber or keeping it at 507

Carl ?

DR DCRSI: Rta, do you want to have any further
clarification of what a qualified individual is, qualified
i n maybe nmammogr aphy, in technol ogy? The way this reads, it
could be an MD. who is an interpreting physician, but has
never done a nmammogramin their entire life. Do you want to
make that a little clearer, or is it unnecessary?

M5. HEINLEIN Shall we state that this person
shall neet the -- Ruth?

M5. McBURNEY: You can say qualified technol ogist,
mamogr aphy technol ogi st, or what ever.

DR D CRSI: There are sone technol ogi sts who do
mamogr aphy and they also read it. | would rather have the
qualification on the technique rather than on namng a
particul ar individual.

M5. HEINLEIN  Cass?
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M5. KAUFMAN  You mg ht want to expand it, but
there is a definition under (ii). A qualified individual is
one who has net all of the requirenents, paragraph (A)(ii).

M5. HEINLEIN Eizabet h?

DR PATTERSON  Yes. Wy don't we let the FDA
figure out the | anguage and gi ve themthe concept.

M5. HEINLEIN  Any additional comrents on the
concept, then?

[ No response. ]

M5. HEINLEIN Al right. You get the gist.

Let's nove on, then, to (iii), continuing
education requirement. D d | skip one? Yes, training and
inmplants. |I'msorry. (O, training and inplants. That is
the correct slide. You are right.

There were five comments that supported this
requi renent. They said you shoul d al so incl ude inmagi ng of
five patients, and the other comment was that this should
i nclude doing patients, not just initial training, not just
di dacti c educati on.

Fifteen said that if training is required that
there is on need for an MD. to be on site. That is a
conpletely different issue that we will be addressing |ater

on.
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Many said that the 5 hours was excessi ve.
Seventy-nine wote in saying that you do not need as nany
hours. Sixty-four comrents said you only need 2 hours. Two
said 3 hours. Two people said 1 to 1-1/2 hours. Twenty-
four people said only 1 hour. Twenty-five people said they
only do a fewa year. Heven said this is just an
i npossi ble requirement to do 5 hours on rural areas,
particularly if this includes doing what they thought woul d
be five or six patients for each technol ogist. Many said
that it just should be included in the initial training,

w t hout specifying the nunber of hours.

In addition to that, 26 people commented that it
shoul d be part of the initial training, and it just shoul d
show that they have had docunented training, and inagi ng
i npl ants shoul d be included in the positioning portion.

Sonme of the other comments on inplants said that
torequire training is totally out of place. This is wel
covered in the "already"” rules governing RT certification
and conti nui ng nedi cal educati on.

Two comments stated t hat nost experience and
knowl edge cones fromperformng the examfirsthand. Most
RTs have been trained in inplant positioning, but have not
been given fornmal docunentation. Adding this will place

financial burden, as already required, because you are
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already required to have 24 hours of continuing education
every 2 years through the ARRT.

Anot her comment, training is inportant, but should
be included in the original 40 hours, not in addition to
that training.

Anot her one, RTs do need 5 hours of CEUs in
inmplants. Any extra know edge woul d only prove to benefit
the patient and her resulting mammogram

To the other end, it is too excessive to require
impl ant imaging to make up one-third of 3-year average for
CEUs. Instead, it should just state that each facility is
required to determne the procedures to ensure patients with
inplants are i maged by a technol ogi st who i s properly
trai ned.

DCan?

DR KCPANS: | think that a requirenment for 5
hours is overly excessive unless you are in California.
There has been an inordinate stress on inplants, and | think
it is nore inportant to stress high quality of mamography
in the vast ngjority of wonen.

| would say include inplant inmaging in the
training, but not give it 5 hours.

M5. HEINLEIN  Ruth?
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M5. MBURNEY: D dn't Charlie just say that
i npl ant i magi ng was recomrended to be added to the initia
traini ng?

M5. HEINLEIN R ght. W had said that in the
April neeting.

M5. McBURNEY: Perhaps we coul d probably take it
out specifically.

M5. HEINLEIN  Any other comments on that?

Yes.

M5. HAGERTY: Judy Hagerty from Mammogr aphy
Accreditation Consultants.

As an inplant patient as well as a mamography
consultant, | have been to many, nany sites. | teach
mammogr aphy i npl ant positioning, and | can tell you right
now, the techs out there don't have enough training in this.
They don't understand the inplant patient. They are afraid
of working on the inplant patient. They are afraid of
touchi ng the breast because they are afraid they wll
rupture the inplant

| think this training is extrenely inportant. |
have done applications on 50 nachines in the past year and
have taught techs at all those sites on inplants, and all of
t hem needed the extra training on inplant positioning. So,
inny opinion, it is a very necessary thing. Wether it is
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5 hours or not, at least one tinme in a tech's training, in
her lifetime, she should have at |east accunulated 5 hours
ininplant training. So that is ny opinion

M5, HEINLEIN  Any?

M5. LANGER Is there any video-based in struction
avai | abl e on this?

M5. HEINLEIN  Yes, there is.

M5. LANGER Wuld that be appropriate for at
| east part of this requirenent?

M5. HEINLEIN | know that there are two videos
that are available, one nethod to position patients with
i npl ants and anot her one show ng anot her nethod. Yes, |
certainly think that woul d suffice to show people how to go
about those steps.

Ed?

DR HENDRICK: How long are the videos?

M5. HEEFNLEIN One video is, | want to say, 45 to
50 mnutes, sonething like that. The other video is an
hour, but the inmaging of inplants is a portion of that
video. So ny guess is it mght be 20 mnutes of that.

Any ot her comments on that?

[ No response. ]
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M5. HEINLEIN So the feel is that they shoul d
show docunent to training in the inaging of patients with
inplants included in the initial training.

Movi ng on to continuing education requirenent, the
next slide.

[ Over head. ]

M5. HEINLEIN  (A), this is showing that they have
taught or conpleted at |east 15 continuing education units
rel ated to mammography in the previous 3 years.

Sevent een comrents supported the change to 15 CEUs
in 3 years. | think they were looking at it as 5 every
year. Two comments stated that the ARRT CEU requirenents
are sufficient, that we should not have to have this in
addi ti on.

(ne comment said having the Mshoul d excuse RTs
from conti nui ng educati on.

N ne comments said change it to 10 hours every 2
years, and then, they wanted the cycle to be the same as the
ARRT.

(ne comment, 12 CEUs every year wit h specific
nunber required in each subject.

Five comments, you should specify that they shoul d
be category A credit as opposed to category B which could be

reading or in-services that are not previously approved.

M LLER REPCRTI NG COVPANY, | NC.
507 C Street, NE
Washi ngton, D.C 20002
(202) 546- 6666



j am

One comment said credit should be limted to
semnars by independent organi zati ons or professional
journal s or departnental in-services.

Ei ght comments said 5 years is a financial burden
for rural facilities. So, again, taking 5 a year or 15
every 3 years.

Are there any comments fromthe conm ttee on this?
Do we want to nmake a change or keep this as have taught or
conpleted at least 15 CEUs in the previous 3 years?

Mar shal ?

M5. QAKLEY: Rita, | have a question about the
comrent that it is a financial burden for rural facilities.
| don't know cost. Wat are we talking about? | nean, is
there a standard fee? Is it $25 or $50? E ght of them nade
t hat comment.

M5. HEEINLEIN | think the cost can vary. | have
attended conferences where soneone could get 5 hours of
credit for $20 if it is given by a mamography society.

Many areas have establ i shed mamrogr aphy soci eties where they
hold a nonthly neeting one night and evening, and there is
no fee.

You can also get 5 hours of credit each year
t hrough readi ng i n professional journals.

Cass?
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M5. KAUFMAN | was going to nention, if you are a
menber of ASRT, they send you their nagazine, and if you
read the article and take the quiz at the end of the
article, you get category A credits for doing that. So you
can do it at hone. You don't have to attend any
pr of essi onal cour se.

You have got to get 24 hours to keep your ARRT
every 2 years, anyway. So all we are saying is that 10 of
t hose have to be in mamography if you are going to do
manmo.

M5. HEINLEIN  Joel ?

DR GRAY: | would like to raise a question
regarding the 10 hours every 2 years and have that as part
of the ARRT cycle. |Is that a real advantage to the
technol ogist? |s that sonething the FDA shoul d consi der?
It would elimnate separate record-keeping, as | understand
it, because the ARRT keeps track of those CEUs for you. |Is
that correct? No?

M5. HEINLEIN ASRT does. |If you are a nenber of
the ASRT, then they will keep track of it.

M/ personal opinion is | do not know that changi ng
it to 10 hours every 2 years gives you any kind of an
advant age.

DR GRAY: | amjust trying to nake it "people."

M LLER REPCRTI NG COVPANY, | NC.
507 C Street, NE
Washi ngton, D.C 20002
(202) 546- 6666



j am

M5. HEINLEIN  Under st ood.

Cass, did you want to nmake a coment ?

M5. KAUFMAN Wl I, it actually nmakes it harder
because now you have got 3 years to get 15 years. | nean
even though we |ike themto be spread out, you can get 15
hours over one weekend, every 3 years, the way it currently
is. Soit is actually easier for the technol ogi st.

M5. HEINLEIN Al right. So it is genera
agreenent that we keep (iii)(A) as it is.

(iii1)(B), at least six of these continuing
education credits shall be related to each nodality used by
the technologist. Interestingly enough, there were only two
comments on this section.

(ne said it was great, and the other said it
wasn't. (ne said it would be a problemin neeting as far as
if they did Xerox or if they did stereo or digital because
they were not avail abl e unl ess you could include the
manuf acturer representative giving themcl asses as
fulfilling that requirement. Anything el se on that one?

B i zabet h?

DR PATTERSON Charles wanted to backtrack to the
one before, one of the coomments that was nade previously in
the April neeting.

M5. HEINLEIN Al right. On this one? For this?
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DR FINDER (iii), in the other neeting, you
suggested that we del ete "have taught" or "taught" and j ust
have "conpleted."” |s that changed now?

M5. HEINLEIN Any comments or concerns on that?

In April, we said that we woul d delete that they
have "taught,"” that they would have to "conplete."

DR FINDER R ght.

M5. HEINLEIN  Dan?

DR KCPANS: For physicians, teaching is counted
as OME credits. Is it the same with technol ogi sts?

M5. HEINLEIN It is through ASRT, but you have to
apply for it for yourself, and they will only give you
credit for teaching that lecture one time. Say | went out
and | taught basic positioning and | taught it 50 tinmes this
year, | could only get one credit for the 1 hour. So that
is different.

Any comment s from behi nd?

Yes.

MB. PENTECOST: Lisa Pentecost, State of Arkansas.

When | do tal ks through the ARRT, | get tw ce what
ny recipients receive. |If they receive 1-1/2 hours for ny
lecture, | get three credits through ARRT, just once. Now,

| don't repeat the talk. Is that not howit is for you?
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M5. HEINLEIN.  The fool that | am | have never
put in for it.

[ Laught er. ]

M5. HEINLEIN It is not like | amteaching every
weekend. You would think | woul d.

But you get credit for that just the one tine.
So, if you should repeat that talk, you don't get credit for
it the second tine you would teach it.

Yes. Charlie?

MR SHOMLTER | just would put on the floor,
what does the coomttee think of that as a m ddl e-ground
posi ti on between what was proposed and what was reconmended
in April?

M5. HEINLEIN  Cass?

M. KAUFMAN Y es, | likeit. | had nentioned in
April that | always work nuch harder at preparing a course
to present than actually taking a course. So I like that
i dea.

M5. HEINLEIN  Penny?

M5. BUTLER | would like to say | agree with
Cass.

M5. HEINLEIN  Any ot her commrent s?

E i zabet h.
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DR PATTERSON The only thing | can see with this
is that people always find the easy way of getting around
it.

Today, ny talk is going to be positioning of the
right breast, and tonorrow, it is positioning of the -- you
know what | amtal king about. It is the change of title,
and it has now turned into a different talk.

M5. HEINLEIN  Any other comrents, one way or the
other? | amsorry we don't have nore technol ogists to give
comrent to that.

M5. KAUFMAN W didn't discuss the issue of
category A versus B

M. HEENLEIN.  Ch, no, and we should do that.

Any other issues as far as this, whether Charlie's
proposal about this should be sort of a mddle-of-the-road?

Two say yes, three, four, five, six, seven. A
right.

Ve probably should step back. Cass brought up a
point that with the continuing education, we didn't specify
category A versus category B. | don't think that has been
specified in here.

There was five people who commented that it shoul d
specify category A and then the one comment saying sem nars

by i ndependent organi zations, journals, or departnental in-
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services. Al of these would be category A also, as the
departnental in-services would have to be approved ahead of
time in order to be category A

Yes. Ruth?

M5. MBURNEY: But then you have the financia
burden problem also. So | really don't think that we need
to specify that it neet category A

M5. HEINLEIN  Any ot her comments whether it
shoul d?

Cass.

M5. KAUFMAN  The journal articles are category A
that you can read at hone and take the test. The only thing
| don't know is how many of them m ght be in nmammography.
That is the only thing that | don't know.

V¢ have specified category | for the physicians,
and | don't think we did for the nedical physicists. It is
not specified.

| guess | amnot sure this is a real inportant
i ssue because, if you are ARRT, 12 of themhave to be in
category A So you are going to have to get at |east that
many for ARRT, but that doesn't mean they have to be in
mammogr aphy.

M5. HEINLEIN  Ed?
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DR HENDRICK: The distinction is category Bis
reading a journal, but not taking a test onit? 1Is that the
i dea?

M5. HEINLEIN And you can just wite down on a
pi ece of paper, "I read this journal."

DR HENDRICK T hat doesn't seemto count for mnuch
for me. It seens |ike they should be category A

M5. HEINLEIN Category A?

DR KCPANS. Maybe wite in that the facility has
to pay for their registration.

M5. HEINLEIN R ght. Wuld you like to take that

on, Fl o?
[ Laught er. ]
M5. HEINLEIN  Just renenber where that canme from
M5. KAUFMAN  The facility can deduct it from FDA
l'i censi ng.
M5. HEINLEIN It is getting better.
DR FINDER Do these courses have to be in
Bost on?

DR PATTERSON O Phi | adel phi a.

DR FINDER  Just checki ng.

M5. HEINLEIN So the proposal to the FDA is that
the 15 continuing educations related to mammogr aphy shall be

category A. |s everyone in agreenent with that?
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Rut h?

M5. MBURNEY: Since this is a regulation, we
woul d need to define what category A is because not
everybody is going to be ARRT or ASRT.

M5. HEINLEIN Ckay. You get the feel fromall of
t hat .

Charlie?

DR FINDER Yes, but it is a very good point
because, even category |, there are various different
definitions.

M5. HEINLEIN W could get the definition of
category A fromthe ASRT for technol ogi sts.

DR FINDER Right.

M5. HEINLEIN | nean, is that the feel fromthe
committee that the should be category A, or do we want to
change this?

M5. KAUFMAN | guess | ama little nervous about
making all 15 hours have to be category A for those rural
peopl e, since | don't know what percentage of those
articles, for exanple, are in nmamography.

So |l think | would feel nore confortabl e saying 10
of themhad to be category A

M5. HEINLEIN  Any comments on that?
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Charlie, you get the feel that we are not sure
about this category A business.

DR FINDER R ght, okay.

M5. HEINLEIN Al right. | wll leave it to the
FDA.

D d we nake a decision on the six CEUs in each
nodal ity used by the technologist? Again, as | said, there
were only two comments. One thought it was great, and the
other said it could be a difficulty unless they accepted
trai ning by the manufacturer representative.

Rut h?

M5. MBURNEY: The comm ent that concerns stereo
and digital, that is not what we were tal king about in here.
V¢ were just tal king about xeromammography and fil m screen.

M5. HEINLEIN Correct.

So we keep it the way it is, six CEUin each
nodal i ty.

The next section is (C, requalification.

Fol | owi ng any 3-year period in which the technol ogist fails
to neet the CEU requirenent, that they shall attain a
sufficient nunber of CEUs in mammography to bring the total
up to at least 15. At least six would have to be related to

the nodalities.

M LLER REPCRTI NG COVPANY, | NC.
507 C Street, NE
Washi ngton, D.C 20002
(202) 546- 6666



j am

Only two people commented with that, and they said
that they agreed with it. M assunption is that, since we
got no negative comments, probably every just did plain
agree with it.

Any ot her comrents on that?

[ No response. ]

M5. HEEINLEIN Mving on to (D), before the
t echnol ogi st can i ndependent|y perform exam nations using
nodal ity other than those for which she has received
training, she shall receive at least 8 hours of CEUs in the
new nodal i ty.

Only three coomments on that. One said that this
woul d cause an undue hardship to having training in each
nodality. One said it would be difficult to meet unless the
manuf acturer's training counted, related that also to the
previous one. One, again, said that stereo and Xerox
training was hard to cone by.

Do we want to nmake any changes or |eave that as it
i s?

| look at this and say three peopl e comented, and
there were wel |l over nany, hundreds upon hundreds upon
hundreds of comments that cane in fromthe technol ogist. So

| think the majority agreed with what this said.
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DR FINDER | just want to bring up one other
point. In our other discussions, we already took care of
Xer ox.

HEI NLEI N Ckay.
FINDER So it no | onger exists.

HEI NLEIN  Yes, Bob.

3 5 3 B

SMTH Pull that back down to that first
cat egory.

The issue that was raised about 10 and 5 in order
to neet sone conjecture about difficulty in rural areas, |
ama little concerned about setting a | ower standard or the
consideration of setting a | ower standard on the basis of
sone conjecture that it mght not be able to be net w thout
a clear sense that it can't be net or what the conprom se
that the |l ower standard really mght be.

The question of rural areas is sonething that
cones up repeatedly and has over the years, but we stil
| ack very clear data as to the | evel of burden for that
group. It may be very real. On the other hand, it may be
that it is just sonething that can be always thrown out as a
way to mnimze the reg.

M5. HEINLEIN Are you saying that you feel that
t he continui ng educati on shoul d be specified as a percent age

of thembeing in category A or that they should all be
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category A? Because other than that, we haven't changed the
regul ati on.

Fl 0?

DR HOUN Let ne just point out that since it
wasn't proposed as category A that inpact was not all owed
to be coment ed upon.

M5. HEINLEIN Ch, that is a good point.

D d you hear that?

DR SMTH  Yes.

M5. HEINLEIN  Ed?

DR HENDRICK: | think the difficulty mght be
that we are setting up a systemwhere rural areas or just
sites that don't want to pay to have their technol ogi sts get
additional education will say, oh, just read this journal,
here is a 10-year-old article you can read on positioning.

M5. HEINLEIN That is a point because | think
that, in many places, if they don't have to get the training
or go out someplace to get additional training, then they
won't.

DR HENDRICK Yes. | don't think we are
necessarily doing the technol ogi st a favor by setting easier
criteria here.

M5. HEINLEIN Cass ?
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M5. KAUFMAN | agree with you, Bob. That is a
concern in always worrying about the rural facilities.

The only thing | can comment on is that when ARRT
put in their continuing education requirenent, there were a
significant nunber of letters witten by the rural
technol ogi sts saying that it was going to be a real hardship
for them and | don't know how valid their conplaints were,
but they seemto be the main area where concerns were raised
about their ability to get category A

M5. HEINLEIN Howeve r, it still went through that
everyone has to have 24 hours every 2 years.

MB. KAUFMAN R ght.

M5. HEINLEIN  Penny?

M5. BUTLER CQurrently, there is a requirenent for
continui ng education, and the FDA is interpreting what
conti nuing education is acceptable or not.

| would like to suggest that we continue to |et
that continue, but we let FDA do that interpretati on and
just put the nunbers in.

M5. HEINLEIN  Esther?

M5. SO AMWARELLA: | second Bob's comment. There
are a lot of fantasies in rural health to try to upgrade the
condition of community health in rural centers, and | think

we need to push for good quality.
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M5. HEINLEIN  Bob?

DR SMTH Just for the record, | think it is
incunbent to live up to the goals of MBA which is a comon
standard that all wonmen can depend upon. Cherw se, we send
a signal that if you are in rural areas, you can rely on a
| oner standard.

If it turns out that wonen in rural areas,
technologists in rural areas are having a very difficult
tinme assessing this kind of training, then it is inportant
for the FDA to call upon the Centers for D sease Control and
State health departnents and the Anerican Cancer Society and
ot her organi zations to nmake this training avail able so that
wonen in rural areas don't have to settle for a potentially
| ower standard of mammography.

M5. HEINLEIN | would also point out that there
were ei ght comments concerning the financial burden for
rural facilities, and twice as nmany coments supported the
change to 15 hours every 3 years.

So is the consensus, then, that we keep it as it
is right nowand the FDAw Il determne the | evel of
categories, et cetera?

Ckay. Everybody all right with that?

So now we have done all of that. Now we are on to

(iv), continuing experience requirenent, and the next slide.
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[ Over head. ]

M5. HEINLEIN Wait. The next slide, we are not
onto that one. This is the one that said they had to have
8 hours of continuing education in the new nodality. W are
on (D).

Two comrents said reduce it to five.

No, you ar e right. That slide was correct. |'m
sorry.

Two comments said that 8 hours of conti nuing
education in each nodality should be reduced to five. Two
supported the requirenment, but docunentation may be
difficult or we may need to clarify on how to docunent.

N ne said reduce the hours, but gave no
suggestion. (One said it could be a burden, which is not
conpensat ed by hi gher pay.

(One said excessive. (ne said let the facility
deci de how nmany hours they woul d need for continuing
education in each nodality. One said you nay want to accept

attestation. Three comrents supported the requirenent.

Dan?
DR KCPANS. |I'msorry, Rta. You nentioned
earlier that the new nodality was zero radi ography. 1|s that

what you are calling new nodality, or could it be

ul t rasound?
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M5. HEINLEIN  Under these regul ations, nodality
is only filmscreen or Xerox.

DR KCPANS. You nean if you were doi ng Xerox and
you were going to switch, then, to fil mscreen, you woul d
have to neet this requirenent and vice versa?

M5. HEINLEIN  Yes.

DR KCPANS:. | don't think anyone is switching to
Xer ox.

M5. HEENLEIN R ght.

DR KCPANS: New nodality is very confusing.
thought it was ul trasound, for exanple.

M5. HEINLEIN  Ed?

DR HENDRICK | think the intention is when full-
field digital becones clinically available, that woul d be
the best exanple. | nean, nost people woul d be adding that
to the filmscreen capabilities they have.

DR KCPANS. Maybe just clarify new nodality. 1Is
it witten sonewhere? I'msorry. | didn't see it.

M5. HEINLEIN It is in the definitions.

DR KCPANS: It is?

M5. KAUFMAN It is al so supposed to include
stereotacti c because that, nost likely, is going to cone
under this at some point in the future. These regul ations

presumably will be around for a while.
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DR FINDER They will have their own regul ati ons.
It will be a separate docunent.

M5. KAUFMAN  This won't apply to that?

DR FINDER Wat we are thinking at this point is
that it is basically for digital, and we assune that we are
going to have other regulations for stereotactic.

M5. KAUFMAN  Ch, okay.

M5. HEINLEIN  Any ot her comrents on the 8 hours
of training in each nodality?

DR HENDRICK | guess | would just raise the
question. For a technol ogi st whose experience is
positioning in filmscreen, do you need 8 hours of
additional training in full-field digital to operate while
in that new nodality?

M5. HEINLEIN  Dan?

DR KCPANS. There aren't too many of us who have
had experience with that, but in our experience, no, that is
not really 8 hours that is needed.

The mammogr aphi ¢ positioning -- well, | should say
it will depend on the type of system but that is nore
| earni ng which buttons to push as opposed to the actual
performance of the mammogram which is identical, pretty
much, to conventional mammography. | don't think you need

that many hours for full-field digital.
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DR HENDRICK:  You have to include the pushing of
the buttons and the taking of the filns and all of that.

DR KCPANS: | don't know. Some of the other
systens nmay take longer for all | know | don't know

DR HENDRICK: So we don't know

M5. HEINLEIN  Hizabet h?

DR PATTERSON Yes. | think this was sort of
| eft open-ended under that new nodality for anything el se
that came down the pike by the tine these things really got
into regulations and not have to redo, be it digital or
what ever other nodality that Dan or Larry or Carl was going
to create within the next 5 or 10 years.

M5. HEINLEIN  Dan?

DR KCPANS. New nodality in here, that
stereotactic is not going to be under this, then you really
need to define very carefully what new nodality is, it would
seemto nme. Is it digital full-field with an area detector,
with a scanner? | think anything that is X-ray imagi ng of
the breast, | amsurprised and it should be under this. |
amsurprised that stereotactic woul d be separated out.

M. HEINLEIN  Carl ?

DR DCRSI: Until definitions for this? Because
this is going to be covered under there.

MS. HEINLEIN  Ckay.
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DR D CRSI: Ad nauseam

M. HEl NLEIN Al right. So we are ready to nove
on, then, since we are going to cover new nodal ity under
definitions.

So we leave this as it is? Al right.

Let's nove on to (iv) which is the last section,
and that is continuing experience requirenent.

[ Over head. ]

M5. HEINLEIN Wat is interesting to nme, nine
comments supported this requirenent, and the requirenent is
they woul d have to performa mni numof 100 exans per year
for continued experience.

N ne supported it, said you need to perform
mamograns in order to keep your skills up. Mre nmanmograns
equal better positioning skills. Very acceptable
requirenent.

Two comments, actually, argued for a higher
nunber. One said you should do at | east 200 exans per Yyear,
are needed to nmaintain your skills. One said it should be
the sane as the interpreting MD., an average of 40 per
nont h averaged over 2 years.

Four comments supported the 100 exans, but wanted
a |l onger averaging tinme, averaging 100 per year for 3 years

or 200 over 2 years. They said the reason for that woul d be
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so that technol ogi sts would be able to take an extended
| eave or maternity | eave, et cetera.

Si x conmments opposed the requirenment. They said
there is no need for a mninmnumquote. If you can do a
mammogram Yyou can do it, period.

[ Laught er. ]

M5. HEINLEIN Two people said every 3 years,

t here shoul d be a conpetency certification, Iike the CPR
certification.

Twel ve comments felt that this would be difficult
for the rural area to neet the requirenent. |In fact, one
said that they did only 166 mammograns | ast year. They have
two RTs. They could not keep both qualified at 100 exans
for each one. (ne said you may never perform 100 exans per
year, and you woul d al ways be pl ayi ng cat chup.

Thirteen comments felt that nmamrography
supervi sors, nonpracticing RTs, RTs rotating to ot her
services, RTs on extended | eave woul d have a hard tine
neeting this requirenent, and | know there have been ot her
comments. | don't know that they were witten in, the
busi ness i ndustry and nmanufacturer representative saying
what if | wanted to get back into mammo, | woul dn't neet

this qualification.
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Two comments cited that they only have part-tine
people. So it would be hard for each one of themto neet
100. Five comrents said that 100 a year is too much.
Mammogr aphy is "not that nore denandi ng than any ot her
hi ghly-skilled exans we perform™

Six said 50 per year. (ne said 75 per year
G her comrents went on to say this will put undue strain on
facilities that do quality mammography, but have a limted
nunber of patients.

Many people took the route of averagi ng over a
| onger period of tine, like the MD., so as not to penalize
RTs who take an extended | eave.

(ne person said to insist that an RT do a certain
nunber of exans to keep her certification is |udicrous, and
it elimnates peopl e working as teachers and sal es persons.
If | have been initially trained, | have passed the
registry. | have taken CEUs, and | teach positioning daily.
Wiy is it necessary to expose a certain nunber of filns?
Nunbers prove nothing. So there was a wi de range of this.

Many of the comments tal ked about extending it,
averaging it like 200 over 2 years or 300 over 3 years, SO
that those that were part tinme and filled in for vacations
or whatever woul d have an easier tine nmeeting the

requi renent. Extended | eave peopl e woul d have an easier
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time. Part-time people would have an easier tine. That may
al so nake it easier for the people that were highlighted
here as far as sales people or anything like that.

Are there a ny comrents on that?

Carl ?

DR DCRSI: | think if we give that provision to
the radiologists, that they are allowed to accunulate this
material over 2 years or the reading over 2 years, | think
that should al so be accorded to the technol ogists, if we buy
off on the 100 or 100 per year as adequate. | nean, if that
is established, like theoretically the 480 is, then we
shoul d give thema | onger period for vacation, maternity
| eave, what ever.

M5. HEINLEIN  Any other additional comments to

t hat ?

Ed?

DR. HENDR CK: | agree.

M5. HEINLEIN Ed agrees with that.

[Affirmative responses. ]

M5. HEINLEIN |Is the suggestion to go an average
of 100 per year, averaged over -- shall we do 3 years, the
sane as the physician, or 2 years -- I'msorry -- 2 years,

t he sanme as the physician?

[Affirmative responses. ]
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M5. HEINLEIN  Cass?

M5. KAUFMAN M/ only concern is the 100 exans
because it would seemlike we got an awful |ot of comments
from peopl e saying that was too many, and | don't know the
answer tois, but | would certainly be willing to consider a
reduced nunber

M5. HEINLEIN  Marsha?

M5. OQAKLEY: | would like to see it stay at 100,
and | kind of agree with what Bob said earlier. |If they are
really having trouble, there are places or organizations,
institutions in the State that they can nake that appeal to.

| amjust afraid that if we loosen it, there wll
be sonebody who is | ooking for a | oophole and be right
t here.

M5. HEINLEIN | think we also came up with that
nunber averaging that that would only be an average of two
mamogr ans a week.

Rut h?

M5. MBURNEY: There is a consideration, though,
for those | owvolune facilities, and you have got severa
comrents fromthose that, anong 2 RTs, they only did 166
mamograns. So | do think that we need to nake sone
concession, just because otherwi se we are going to disallow

sone access.
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M5. HEINLEIN Q| da?

DR CARDENCSA: (oing back to Bob's earlier
comrent, | think the goal here is quality nmamography. From
sonebody who has got sone rural sites, | can tell you that
he techs that do the | east nunber have, by far and away, the
poor positioning, and | really believe that you have to
[imt the nunber of people so that you are concentrated.

Yes, it creates other problens, but if we are
trying to inprove quality, then | feel pretty strongly that
100 is a mnimum and | actually think it should be higher.

DR KCPANS. | actually woul d suggest that,
al though I don't know what we are going to do. | don't
understand how a facility could do 160 namrograns a year,
pay for the equi pment, and keep their processor up. | nean
it seens to ne that the whole quality, the quality of the
programwoul d suffer, but | don't think I would reduce the
requirenent.

M5. HEEINLEIN Carl ?

DR D CRSI: This goes back to the discussion for
the 480 exans, and if you feel that 100 is correct, for
what ever reason, then you shoul dn't nmake exceptions and that
shoul d be the rule. That is the whole idea of these
regul ations, to get sone kind of a mni num

M5. HEINLEIN  Joel ?
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DR GRAY: | agree with the 100 figure. | think
if you are doing less than that, | woul d questi on whet her
you shoul d be doi ng mammogr aphy at all.

M5. HEINLEIN Ruth?

M5. MBURNEY: The difference between a tech doing
100 a year and a physician readi ng 480 or whatever is that
t hey can doubl e-read. Wiereas, the tech actually has to
have that patient there to exam ne.

M5. HEINLEIN So, if they doubl e-read, that woul d
be, what, 240 that they woul d be readi ng?

M5. MBURNEY: No. | neant that the physicians
can read ot her physicians' filns and so forth.

M5. HEINLEIN R ght, okay.

Cass?

M5. MBURNEY: To neet the requirenent.

M5. KAUFMAN | guess the 100 nunber was
arbitrary. | mean, we don't really have any data on what
nunber you need to do to be able to stay proficient.

M5. SO AMWARELLA: W di scussed that.

M5. KAUFMAN  But we got an awful |ot of coments
frompeople who didn't think that it needed to be that high.

It isn't just rural areas. There are | ower

vol unes.
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M5. HEINLEIN And not only |ow volume, but the
other problemis that many facilities -- and | personal ly
disagree with this -- they wll have every fenal e
technol ogi st rotating i n doi ng manmogr aphy and have gotten
conpl aint comments fromthem too, saying | can't rotate to
other areas if | amgoing to make sure | get 100.

Bob?

DR SMTH | think we are all going back and
forth across two perspectives right now, but a |ot of our
gui dance this commttee gives is based upon expertise and
expert judgnents in the absence of clear data. There are
many ot her categories that we have that we don't have gol d
standard or even nickel standard data to support, really,
what we are trying to do here.

The point is that this rule, if you conpromse it,
what you are doing nore is protecting sonebody's right to do
mamogr aphy in the guise of nmaking sure that if service if
avail able in rural areas.

It is a nore conpelling issue if you can say in
this facility, wonen would have to drive 9 hours in order to
get a mammogram and this rule would essentially elimnate
manmmogr aphy for them because these technol ogi sts can't reach

this requirenment this way. That is the context in which to
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consider this as a problem and we haven't been presented
with that context.

What we have is a situation right now that says I
can't neet that requirenment because of the situation you
have just nenti oned where you have got 15 techs doing a
little bit of mammography or you have got two peopl e sharing
the load that don't necessarily have to. | amreally not at
all in favor of cutting this limt back.

M5. HEINLEIN M personal opinion, | amnot in
favor of cutting it back either.

| have been to places where they say, "Ch, I amso
excited. | get to be here for the next 2 weeks so that I

can make ny 100 nunber," because nmany places think that is
already in effect.

Charlie?

DR FINDER | just want to bring up this point
because it was brought up to me by a facility that asked
this question, and | thought it mght be appropriate to
bring it here.

What about two techs doing the sane patient, one
each side?

M5. HEINLEIN That is a good point. That cane up

in one of the letters. One of the letters said that the

tech should not be able to count that as an examthat they
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have done. If two people go in and you do one side and |11
do one side, that should not count as a whole exam It
shoul d even count as either a half examfor each. So there
were coments that did cone in on that.

DR FINDER R ght, but then, what do we do about
the unil ateral mammogram patient or the nastectony patient?
I's that an exam or not?

M5. HEENLEIN R ght.

DR FINDER These were the questions that were
asked of nme, and | kind of said | would bring it up here.

M5. HEI NLEIN (kay, thank you.

[ Laught er. ]

M5. HEINLEIN  Dan?

DR KCPANS: Quite frankly, | wouldn't have a
maj or problemw th that. | nean, if one of the techs is
qualified, you do 50 cases with her, you actually fulfil
your requirenent with fewer cases. So | don't see one
breast versus the other.

| amsurprised and | amenbar rassed that | don't
know whet her FDA asks how many cases a year each of our
facilities does, but you should have sone idea, | would
think, or if you don't, you should be asking it. How nmany

of the facilities really mght even have this probl en®?
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What | would like to see is that this is the
standard and then a group can appeal to FDA for sone kind of
di spensati on as opposed to | owering the whol e standard.
M5. HEINLEIN Wat is the requirenment? Doesn't
the State of Massachusetts have a requirenent for
technol ogi sts that they performso many? Wasn't it |ike

when it first cane out sonething |ike 1,200 exans?

DR DCRSI: It was 1,460 hours -- hours, not
exans -- hours of nmammography, and there was a revol ution.
They cut it back, | think, to a couple of hundred hours now,

200 hours. It is hours, not studies. So it is probably
much nore than 100 nanmmogr ans.

M5. HEINLEIN  Yes. Joel?

DR GRAY: | think we have gotten to the point
where we are sort of debating how many angel s can dance on
the head of a pin.

DR DGCRSI: 200.

M5. HEEINLEIN. So can | assune that the consensus
is that we keep it at 100, but we average 100 per year
averaged over 2 years? |s everyone all right with the
aver agi ng?

[Affirmative responses. ]

M5. HEINLEIN Ckay, all right. Let's go on to

the last section, and that is (iv)(B), requalification
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That states that any 12-nonth period in which they fail to
performat |east 100 nammo exans that they shall performa
m ni nrum of 50 under the direct supervision of a qualified
t echnol ogi st before resum ng perfornmance i ndependently.

There were only 13 commrents on this, and quite
frankly, | was surprised at that. | thought there woul d be
many nore, but there weren't nore. | nean, when you
consi der the fact that there were six binders of comrents
concerning the technol ogi st qualifications, only 13 nade
comrent on this.

Three said that requalification would increase
cost or be logically difficult. It would increase cost
because they woul d have to have two people in there, one
supervi sing while the other person did the exam and it
woul d be logically difficult because if they didn't have a
| arge nunber of fermale -- of qualified technol ogi sts that
sonme of themwoul d have to be taken away to observe while
t he ot her person positioned these 50.

(One said 50 was excessive, and that was pretty
much the gist.

Two said 30 woul d be sufficient.

One said 25.

One said 20.
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(ne said give a proficiency test instead of 50
exans.

Two said 50 exans are too nany.

One said the requirenent is very good a nd that it
can be net through regional semnars, except who would
maintain the records. That was the question, who would
mai ntai n the records.

Ohe comment believed that there should be a
penalty for RTs if they do not neet the 100-year experience.
| don't think they realized that this was the penalty that
they didn't receive it.

So maybe | should say 12 valid comments cane in

Ed?

DR HENDRICK: W have just nodified the previous
clause to say 100 per year over a 2-year period. So you
don't necessarily fail nowif you don't do 100 exans in any
12-nmont h peri od.

M5. HEINLEIN R ght. So that woul d have to be
nodi fied, also. Ckay, they already got that.

Since that nodification has taken place, do we
just want to keep this stated, then, the way it is, 50 exans
under direct supervision? Any comrents thinking that shoul d

be changed?
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| nean, | know that sonme of the comments that were
made this norning said this is a large nunber, 12 or 13, but
when | take a |l ook at six big binders of comrents on
technol ogi st qualifications, | guess | saw 13 as not very
nany.

Ed?

DR HENDRICK Can we revisit the grandfathering
issue just for a second? Wen you asked what was the
m ni nrum nunber of exam nations to be perforned to neet the
grandfathering criterion, we said a mninnumof 50, but to be
consistent with this, it sounds |ike we ought to say at
least 100. | nean, the spirit is at [east 100 exans on your
own or 50 under the supervision of sonmeone who is qualified.

M5. HEINLEIN  Any additional comrent to that?
Under the grandfathering clause, it would be that you have
advanced certification in nmamrography or have 40 hours of
training and have perforned, Ed is now saying, a m ni num of
100 exans within the last year or within the |ast 2 years.

DR HENDRICK | didn't intend to specify the | ast
year, but you may want to say within the last -- | don't
know -- 2 or 3 years.

M5. HEEINLEIN R ght. These would be the people

who woul d be grandfathered in.
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DR KCOPANS: | would be careful with "ever"
because there are maybe peopl e who di d mammogr aphy 10 years
ago.

DR HENDRICK: | nean, maybe you want to say at
| east 100 a year over the last 2 years or sonething like
that. | would defer to the technologists on this, but I do
think it should be consistent.

M5. HEINLEIN Well, since | amit. | amsorry

there isn't anot her one.

Mar sha?
M5. QAKLEY: | amnot a technol ogist, but | wll
support you on the consunmer end of it. | would |ike to not

see it be sonething that is too far back. Two years to ne
seens reasonable, not beyond that. So | really would Iike
to not have it be out too far.

M5. HEINLEIN  Hizabet h?

DR PATTERSON As the technol ogy has changed over
the course of years, | would hate to have it way back. |
mean, | can renenber, gray hair in the mdst of that, when
t hey were doi ng themtabl et op.

M5. HEENLEIN R ght.

DR PATTERSON So | would hate for sonebody to

cone in and say, "Ch, this is a dedicated unit?"
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M5. HEINLEIN  Shall we say, then, that they have
perfornmed 100 exans? An average of 100 exans per year over
the past 2 years. Ckay. |Is that all right? Do you have
all that?

A coment ?  Yes.

M5. HACGERTY: | amJudy Hagerty fromthe
Mammogr aphy Accreditation Consul tants.

Just in this whole thing in general, | amalittle
confused. Were do the nmammogr aphy applications and the
mamogr aphy sales people fall in all of this? | nmean, are
we required to neet the same requirenents as the
t echnol ogi st ?

M5. HEINLEIN  Dan?

DR KCPANS. | would suggest if you are going to
do mammogr aphy, yes.

DR PATTERSON If you expose the filns, then you
are going to have to neet the requirenents.

M5. HAGERTY: Judy Hagerty from Mammogr aphy
Accredi tation Consul tants agai n.

M/ question was, if you are teaching people to use
t he equi pnent or you are denonstrating the equi pnment to
peopl e, do you have to neet the sanme requirenents. |[|f you
are not exposing the filns because nost applications and

nost sal es people are not allowed to take the exposures, the
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techs have to take the exposures. The techs do the
positioning. W just denonstrate and teach themhow to use
and we supervise themwhile we are using the equipnent. Do
we have to neet these sane standards? In other words, how

do we get our 100 patients over 2 years is what ny question

iS.

M5. HEINLEIN.  Marsha?

M5. QAKLEY: M snmall piece of the world. M
under st andi ng when | saw people, |ike you, would be com ng

intowrk wth the tech, if you are teaching the tech how
to do this, are you not with her, with a patient, doing it
at the sane tine? To nme, that qualifies you if you are in
there and with a patient.

If you are teaching her how to place this wonman on
a plate, are you not also doing it yourself?

M5. HEINLEIN [I'mdoing it.

DCan?
DR KCPANS: | am m sunderstandi ng the question.
As an applications person, | don't think FDA has any

requi renents for application persons. Maybe | am w ong
about that.

DR HOUN W just had our training requirenent.
Ve just had a training requirenent that says in order to do

the 40 hours, which | think she is going intrying to train
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to meet the 40-hour requirenent, they have to be done by a
qualified individual that you are saying woul d have to neet
t hese requirenents.

DR KCPANS: Wiat | would interpret it as is if
your conpany has sold a piece of equi pnment and you are goi ng
into showhowit is used, you don't need to neet these
requi renents, but the people who are listening to you don't
get credit for you teaching. You are just showi ng how to
use the machine, but if you want to teach and they get
credit for the 40 hours, then you have to be qualified, and
| think to be qualified, you have to fulfill all of these
requi renents.

M5. HACGERTY: |If we neet the requirenents where we
have our M and we have been previously a mammogr aphy
t echnol ogi st and we have done well over 100 and we keep up
our continuing education credits, how do we keep up our 100
patients over a 2-year period is ny only question. | mean,
do we have to go outside of applications and work in a
facility in order to get our 200 credits, or does the tine
that we are working with techs on actual patients count? W
need sone clarification.

M5. HEINLEIN Al right, thank you.

| think that is an issue that the FDA needs to

address. | know that comrent will cone up from applications
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speci alists, fromthe equi pnent manufacturers. |If the
commttee has any comments on that, we can certainly share
themw th the FDA

Ed?

DR HENDRICK | just have an additional
confusion. If a radiologist or a physicist contributes to
t he educational program of the technol ogist, don't they
qualify as qualified individuals to teach sone of these 40
hour s?

M5. HEINLEIN They do. Don't they, Charlie?

MR SHOMLTER \Well, indeed, and that is the
problemw th saying that only technol ogi sts can be qualified
as peopl e who instruct.

I ndeed, it nmay be that people who are not
qualified at all under MXBA or teaching biology or sone
other relevant subject, and | wouldn't want to di scount that
personal | y.

DR HENDRICK R ght. So that has inplications
for the question that she asked in that, that person could
be qualified to teach some of the 40 hours. They nmay not be
qualified to supervise the positioning of the 50 patients
that would be required to get that person qualified

t hensel ves.
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M5. HEINLEIN Fl o has just pointed out that that
refers back to (ii) on page 14907 under (B) for the general.
Again, that goes back to themneeting that qualification

MR SHOMLTER | do think the issue that was
raised is an inportant issue. | think there are a |ot of

ot herwi se qualified technol ogi sts who do consulting or work

for equi pnent conpanies, do applications. |If the commttee
has any advice on this subject, | think we woul d appreciate
hearing it.

M5. HEINLEIN  Cass?

M5. KAUFMAN Al ways being reluctant to give
advi ce, ny suggestion would be, as long as they neet all of
the other requirenents for a mammography technol ogi st, that
they ought to be able to count those exam nations that they
are providing instruction on either in terns of application
or positioning as neeting their 100, even though they are
not actually pushing the button. They are certainly
provi di ng supervision and oversight to the exam nation, and
the person who is receiving the training cannot count those
towards their 100.

M5. HEINLEIN That is a good suggesti on.

DR PATTERSON  But they woul d have to neet the
initial qualifications.

M5. HEINLEIN R ght, yes.
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Any di sagreenment with that?

[ No response. ]

M5. HEINLEIN  Ckay. Thanks, Cass.

Penny?

M5. BUTLER Wat about the requirenent that tec hs
do so many under direct supervision? That woul d nmean the
person receiving the instruction couldn't count that they
were being directly supervised?

M5. HEINLEIN No. They could count that as being
directly supervised. That would go in their direct
supervision count, but it would not go in their 100-per-

year - aver aged- over - 2-year count. R ght.

Joel ?
DR GRAY: | guess | really don't see a problem
with counting, if you will. | don't see why the instructor

can't get credit and the student can't get credit because we
have said with the radiol ogists, they can get credit if they
teach sonmething and the students can't.

M5. HEI NLEIN  They doubl e-read?

DR GRAY: Well, they doubl e-read, too, but that
isalittle different. That is an independent, usually.

M5. HEINLEIN Al right. Any comrents on if you
have soneone instructing that they both be able to count

that to do a doubl e count?
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Cass?
M5. KAUFMAN Yes. | think it is different
because of the doubl e reading they do independently. In

this particular case, you really have soneone instructing
sonmeone else, and | don't think the student ought to be able
to take credit for that as an i ndependent exam nati on.

M5. HEINLEIN That is a good point.

Yes. Carl?
DR DCRSI: | just need sone guidance fromthe
technologists. Is it the same if an application speciali st

basically |l ooks at, let's say, 5 years worth of exans and
t hen deci des to do mammography? |Is that really equival ent
to actually doing the exam looking at the filns, evaluating
conpression, evaluating artifacts, evaluating penetrati on,

evaluating position? Are you satisfied with that? That is

all | amgetting at.
M5. HEINLEIN | don't know that that is the only
thing they are doing. |If you are going in to teach soneone

how to use the equi pnent, they are actually in there with
the patient and hel ping themdo the position itself. |
don't think it is only this is push the button and this is
ook at the filmthat the button produces.

DR DCRSI: | understand that when sonebody who

is teaching technol ogi sts, particularly positioning, that
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they do evaluate everything. | have no problemwth that,
but if they are in there with a particul ar nmachi ne j ust
training on howto use that machine, | may be wong, but I
amjust alittle worried that if they do this for 10 years
and then decide tonorrow to go out and do clinical

mammogr aphy that they will have net the requirenents for
doi ng the exam

Now, | don't knowif that is a valid worry or if
it is just not valid.

M5. HEINLEIN  Dan?

DR KCOPANS: | think qualification to do a
mamogr am shoul d be qualification w thout exception.

To sort of reinforce what | think what Carl was
saying, you can be an applications person for 10 years,
never actually do a mammogramor see the resulting, even, of
your teaching if you are teaching w thout actually exposing
t he mammogram and be totally doing it incorrectly.

So | would say that to maintain your qualification
to do mamogr aphy, everyone shoul d have to do the sane
thing. The interpreting radiologist, we |look. That is
mai ntai ning our qualification. W use our eyes, and if you
have two peopl e using your eyes, you are actually doi ng two
separate studies, if youwill. So | think that applications

i ndi vidual s can teach howto use a nachine, but if they are
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going to be qualified as teachers and qualified as
mamogr aphy technol ogi sts, they need to keep up their
skills.

M5. HEINLEIN To do patients.

DR KCPANS: Sure.

M5. HEINLEIN Cass?

M5. KAUFMAN M/ comment was based on t hem doi ng
patients, and generally, it is ny understanding that during
applications, they do, do patients.

M5. HEEINLEIN | think that can vary form conpany
to conpany. | think that there are sone conpanies that tell
their applications specialists that they can go in and teach
how to do the buttons.

M5. KAUFMAN  Yes. Wat | amtal king about is
shooting patients.

M5. HEENLEIN R ght.

M5. KAUFMAN  You have to have shot patients.

M5. HEINLEIN  Exposed.

M5. KAUFMAN  Exposed patients.

[ Laught er. ]

M5. HEINLEIN  Rol and?

MR FLETCGHER | think we nmay be being a little
i nconsi stent here. W just had a conversati on about two

technicians going in to the same patient -- or
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technol ogists. I'msorry. -- going in to the sane patient
and we only give 50 percent to each, but now we are talking
about a teacher student situation where we are willing to
give full credit to each

M5. HEENLEIN  Full credit to the teacher if she
was teaching positioning and did the patient, but not ful
credit to the student. The student, because they are not
i ndependently performng it, could not count that in their
i ndependent perfornmance count.

Ed?

DR HENDRICK: Now | do think we have reached the
angel s danci ng on the head of the pin.

[ Laught er. ]

M5. HEINLEIN Al right. | think you get the
gist of all of this.

Let's just go to the last two. | just want to
make sure that we have answered the questions that the FDA
has posed in their questionnaire. |s there sonething el se?

DR FINDER Actually, | did ook through when you
did get through the questions.

M5. HEEFNLEIN Oh, we did? Ckay, good. So you
are happy with all of that.

DR FINDER You did have the retention issue

still to discuss.
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M5. HEINLEIN Al right. W are okay? You have
| ooked t hrough these and we have covered all of the
questi ons.

DR PATTERSON  Yes. You covered all of it.

M5. HEINLEIN Al right. WlIl, do you want ne to
do sonething quick on the retention of records? There is
only one thing.

DR PATTERSON Yes. You need to do the retention
of records, which is 14908, and it is one paragraph. W
ought to be able to do that.

M5. HEINLEIN  If | could just take the next hour
to do this one paragraph on 14908.

Al right. You know what slide that one is.

[ Over head. ]

M5. HEINLEIN Al right. There were only 21
comrents on the retention of records. Four said that it is
inmportant to require a retention of records for previous
enpl oyees.

Three said that the records nust be avail able for
the MXBA inspector, and you shall not discard themuntil FDA
has determned that the facility is in conpliance. At that
point, if you are in conpliance, they felt that you shoul d

be able to get rid of the records.
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Four said that you shoul d always keep the initial
qualifications while the person is enpl oyed.

Four said continuing educati on and experience
requi renent, again, you should just keep for the current
averagi ng period and the inspection. Once you have
qualified, you can discard them

Two said to allowthe records to stay at one site;
that if they had multipl e mammography sites, it woul d be
advantageous if all the records could be at one site for the
i nspection at one place, instead of having to ship records
and make copi es and nmake sure they are avail abl e at
different places.

(ne said keep the initial requirenent records
forever.

(ne said keeping these records is an unnecessary
bur den.

As it states right here, right now, they are just
saying they nust be available for review by the inspector
and that they shall not be discarded until the next annua
i nspection has been conpleted and that the FDA has
determned that the facility is in conpliance. | think nmany
of these just support what that says.

Any comments? Any changes? Keep it the way it
i s?
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Joel ?

DR GRAY: | hate to say this, but the physicist
is not included in this, and yet, the MXA i nspector expects
to see the physicist's records at each site.

M5. HEINLEIN But it says of all personnel
enpl oyed by the facility and the production processing and
interpretation. It doesn't say in the evaluation of.

DR. GRAY: Just as a clarification, this is
section (4)(i)(ii)(iii) were the three types of personnel.
So this sectionis intended to apply to all of the above
personnel, the interpreting physicians, the nedical
physi ci sts, and the radiol ogi c technol ogi sts.

M5. HEINLEIN  Penny?

M5. BUTLER Maybe the word "enploy,"” then, is
incorrect if you are not working on a contractual basis, as
many physici sts area.

DR GRAY: Wy don't we just say physicists,

t echnol ogi sts, and radi ol ogi sts.

MR SHOMLTER Interp reting physician.

DR GRAY: Watever.

M5. HEINLEIN  Cass?

M5. KAUFMAN It does include nore than that
because we have said that qualified people, for exanple, can

do the densitonetry and sensorinetry, but they have to be
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properly trained. So you mght have to have records for
t hose peopl e.
DR HENDRICK:  You could just add that personnel

enpl oyed or contracted to do the things listed, plus quality

control
M5. HEINLEIN R ght. You get the feel of that.
Any ot her comments? Charlie?
DR FINDER: | just want to go back. In terns of
the questions, | think we have gone through and answered

t hese, but maybe it would pay to just get a sinple yes or no
on sone.

M5. HEINLEIN Al right. WlIlIl, we do have
overheads on them |If you want to put those other two
over heads up, we can run through themvery quickly.

DR FINDER Ch, you do?

M5. HEINLEIN  Yes. | nade overheads of them

DR FINDER It isreally the first two, | think
that we could get alittle bit nore specific on.

M5. HEINLEIN ka y. Several comments stated that
setting arbitrary requirenents for initial training and for
conti nui ng nunbers of CQVEsS or nmammograns perforned is nerely
bureaucratic. Does the commttee feel at the present time
that a performance-based standard coul d be used to repl ace

t hese requirenents? For exanple, should the FDA increase
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accreditation bodies, QR as a nmeans to check technol ogi st
performance? |f so, what should that be increased to?

| say keep it the way we have it right now Any
change?

[ No resp onse. |

M5. HEINLEIN Al right. Nunber two, shoul d
requi renents for technol ogists inplant imaging apply to al
technol ogi sts or just those performng exam nati ons on
exam nees wi th inplants.

There is such a large cooment on inplants. |
nmean, | don't know if you want to hold that until we get to
the end because a | ot of those people nade comments in that
regard

Nunber three, should a specific nunber of hours of
training in the imaging of examnees with inplants be
requi red? W have already taken care of that.

Shoul d the nature of training be specified?
Shoul d vi deot apes be allowed? | think we have tal ked about
that. Ay brought that up

For what requirenents and under what conditions
would it be appropriate to grandfather? W have certainly
t al ked about that.

Addi tional topics be added, we took care of that.
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The division of opinion on the coomttee, does the
comm ttee have any additional advice on initial experience?
| think we have answered all of these.

Definition of individuals qualified t o provide
instruction, should it be witten? | think we alluded to
that, and you said that the FDA would run with that.

Shoul d the tine periods for eval uating continui ng
experience be defined in a nore flexible manner? | think we
have done that .

| would like to put on the record a hearty thanks
to the many, many, nany technol ogists that wote in, and |
can't tell you how happy it will be to read sonethi ng ot her
than these letters.

[ Laught er. ]

DR PATTERSON  Thank you, Rta.

It is a quarter of 4:00. Let's take a 10-mnute
break and then come back pronptly so we can continue on.

[ Br eak. ]

| nterpreting Physicians

DR PATTERSON | would like to continue on with
the agenda. W are nowup to 9:00 a.m this norning, and we
are going to go on to interpreting physician. After 3
years, | get an opportunity to talk.

[ Over head. ]
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DR PATTERSON This is on the interpreting
physician. | guess we will start off with the nost frequent
comment, and sone of the letters were quite elaborate in
this, but there was over 115 of themthat said the term
"interpreting physician” should not be there, it should be
radi ol ogist. There are at |east seven of us in this room
that agree with that, but that is besides the point.

That was a very common comment not only from
radi ol ogi sts, from physicists, and the consuners. | think
there were probably as nmany from consuners as fromthe
radi ol ogi st s.

As far as initial qualifications -- oh, I'msorry.
| should have told you we are tal ki ng about pages 14907, and
we are on (1) and down under (i).

Under (A), again, the termnol ogy about |icensed
in the State was used, and these were probably the sane
individuals that sent it in regarding the technol ogi sts, but
there were a nunber of those comrents.

A nunber of themwere formletters, the ones that
were Xeroxed off and sent in.

The certified, there was about, oh, 49, 50 letters
stating that this should only be a board-certified

individual. Sone of themused "certified." Some of them
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said "board." It is amazing how many i ndividual s confuse
the term

The ACR and ABR, but they wanted t hem ACR
certified, this confusion.

Then, there were sonme that were agai nst board
certification, and there was one that went into very |ong
detail on why they were against it. Sonme of the comments
were quite valid. They nade the comment that prior to '89,
i ndi vi dual s had not been either trained or examned in
mamogr aphy that were boarded, and then they went into,
well, this is all a personal and subjective type of thing,
and it depends on how your personality clashes with the
exam ner, that type of thing.

Then, there was the one comment that tal ked about
the class Arule. | amcurious. Are there any of the
radi ol ogi sts who knew about the class A rul e?

You | ooked it up, too. Well, this individual
cited an article inthe "lIllustrated H story of Radi ol ogy"
by Ei senberg, et cetera, and tal ked about the class A rule,
whi ch were individuals that were given the board
certification wi thout having taken an exam nation, and he
referred back to this particular article which I happen to
get. | actually nmade sone copies for sone of the

radi ol ogi sts that were interested in this, but basically,
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when the board started, the ABR started, back in 1934, as
you got together to deci de who was goi ng to be boarded, they
had to have sonebody who was goi ng to exam ne them

So they said, "Ckay. Those of you that are
teaching radiology in mgjor institutions and universities,
et cetera, would be given 'the class A and you woul d be the
exam ners and you woul dn't be examned." So they basically
gave themthe certification

| amassumng these were |ike the Hodis and the
Pendergasts. | don't know of too many individual s who were
boarded in 1934 who are still practicing now There nay be.
This was his major objection to the class Arule and so for
the board certification.

The ot her comrent about the initial qualifications
was on the 3-nonth docunent, formal training, and sone of
themsaid that 3 nonths was not acceptable. They only
needed to be board-certified. | nmean, we had pros and cons
on that.

Sone of themsaid you had to have a full 3 nonths
of training or you had to specify the nunber of hours that
woul d be included in this formal training.

Sorme of themfelt that for anyone who was doi ng
mamogr aphy for a long period of tine only needed 2 nonths

of training, and they sort of excluded the exception which
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we will get toalittle bit later, which is basically those
that have been certified under the interimrules. They
didn't realize that that existed

There was the physics requirenent that was
questioned by several. They felt that they should require a
certain nunber of hours. There also were sone who asked
questions on who was qualified to give the physics, and then
there were others that said only physicists could give the
physics to neet this requirenent. Those weren't all by
physi ci sts that nade that conmmrent.

The other ones as far as the docunented fornal
training, there were questions about who woul d be qualified
to give this training. Sone of themsaid it shouldn't be
another interpreting physician, but it should be only
sonebody who was qualified to give CME, like in a residency
program Sone of them said any residency director, even
though they didn't neet the qualifications of an
interpreting physician for mammography.

Then, there was al so the final comrent about this,
what did direct supervision nmean, and they felt that that
should be clarified a little bit nore on that.

| thought | would stop at this point and ask are
there any questions or comments that the commttee is

feeling regarding the initial qualifications.
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[ No response. ]

DR PATTERSON:  None?

Yes. Cass.

M5. KAUFMAN  FDA had a bunch of questions
relative to the 3 nonths of training that | amnot sure we
have addressed. Sone of those were, should all 3 nonths of
physi ci an trai ning be obtained in an approved resi dency
programor can it be taught by someone who currently teaches
manmmo in a residency programor can it be given by soneone
who at one tine taught manmmo in a resi dency programor can
it be obtained fromany interpreting physician.

DR PATTERSON  Ckay.

M5. KAUFMAN: | don't think we answered that.

DR PATTERSON No. | had the questions at the
end, but that is okay. That is all right. If you want to
go in and discuss themas we go along, | don't care.

M5. KAUFMAN  Ckay.

DR PATTERSON Let's go sort of in order on this.
| don't know how you want to. | think addressing "the
State" is the same thing we did under the technologist. Are
there any comments regardi ng board and nonboard, et cetera?

[ No response. ]

DR PATTERSON (kay. Then we are down to the 3

nont hs of docunented training, and | think the question on
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that was should this be a full 3 nonths, should it be |isted
into specific hours, would 2 nonths be sufficient.

Yes.

DR CARDENCSA: | would say 3 nonth is a bare
m ni num SO yes.

DR PATTERSON  Ckay. So we feel that it should
be kept at the full 3 nonths.

Yes, Cass.

M5. KAUFMAN | think in a residency programon
this, it should be at |east equivalent to that.

DR PATTERSON  Yes, Ruth.

M5. MCBURNEY: A residency programis not in
mammogr aphy.

DR PATTERSON:. No. | think what she neant was
this period of tine in mammography in a residency program

M5. MBURNEY: Right. Ch, okay.

DR KCPANS: | don't know if there are data
nationally, but certainly, in our residency program it is 2
nonths. That is not because we don't think it shoul d be
nore. It is because of the requirenents of residency
training, and it is going to get harder and harder,
actually, to get nore than 2 nonths as the residency

prograns contract. They are getting snaller.
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DR PATTERSON Yes. | think Larry may have the
data on that. |If | remenber correctly, you did that.

DR BASSETT: W did look at that, and | think it
is 2 nonths is pretty nuch what the standard is, but you
have got to renenber here that we are not including in there
the physics training and a | ot of the other radiol ogica
safety issues that are covered in residency prograns in
different parts and times during the residency, which this
alternative pathway we woul d have to include in there.

So, when you think about all of that and the new
conferences and all of the other activities that go on,
think that 3 nonths is a mnimum but | think it is
equi valent to what is going on in residency prograns.

DR KCPANS: | support 3 nonths. | don't knowif
it is going to be feasible in a |ot of residency prograns,
but how do you account for |lectures in radiation?

DR BASSETT: That is not what | said. | didn't
say | was advocating 3 nonths.

DR KCPANS: (Oh.

DR BASSETT: Wat | said was that 2 nonths are
usual |y spent directly doi ng mamrogr aphy, seeing patients,
doing all of the activities that an interpreting physician
does. Then, in addition to that, you have got the new

conf erences, the pathol ogy conferences. You have got your
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physics training, and you have got your radiati on safety and
all of those other things that probably equal out to about 3
nmonths, which is what they are trying to match with this
alternative pathway which we are tal king about now W are
not talking in this 3 nonths about the residency program

DR PATTERSON Yes. This is alternative pathway.
You are either certified. You see the "or" sort of circled
there. You have to be licensed and either certified or have
your alternative pathway, which is the 3 nonths of
docunent ed trai ni ng.

DR BASSETT: | would agree with Alda that it is
a mnimumrequirenment, and I think it is the closest thing
to an equival ency, at |east for a mni num

DR PATTERSON  Yes, Carl.

DR DCRSI: | would agree with what everybody
sai d before.

| think we have to focus on fornal, and that wll
get at the answer to the question of where this training,
this alternative pathway, is to take place. Wat does the
term"fornal"” nmean? Does it mean in a residency training
program in sonebody's office ad Iib, going one night a week
to hear a physicist and then going the next norning to | ook

at mammograns? This has to be really defi ned.
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DR PATTERSON  Ckay. Let 's deal with the one
qguestion right now on the physicists. Should that be done
under a physicist? Any feelings about that?

DR KCPANS. | woul d say yes.

M5. KAUFMAN W are tal ki ng about the physics
portion.

DR PATTERSON  The physics portion of this
docunented formal training for the interpreting physician.

DR BASSETT: W woul d say yes.

DR PATTERSON Yes. Wll, | sort of gather we
got the three of themtogether.

DR GRAY: The question | would have on that, are
you sayi ng any nedi cal physicist, or are you saying a
medi cal physicist is qualified to do mammogr aphy?

DR PATTERSON That is up for discussion.

DR GRAY: | would say the latter.

DR D CRSI: Absolutely.

DR PATTERSON  Ckay.

DR FINDER Let ne just ask this, does that
medi cal physicist have to be teaching in a programor can it
be any nedi cal physicist?

DR GRAY: | would say anyone that is qualified to
do marmmogr aphy.

DR FINDER Ckay.
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DR PATTERSON  Ckay.

DR CARDENCSA:  Again, | would continue to have
sone concerns in that | see as one of the weak links in this
Mammogr aphy Qual ity Standards Act the issue that addresses
the interpreting physician.

| woul d nove for this being 3 nonths of
mamogr aphy plus an additional period in physics. | really
woul d urge the coonmttee to not let the interpreting
radi ol ogi st get off the hook with having it be all together.
| think it is conplex enough to learn howto interpret these
appropriately. |If you are then going to dilute it with
hours of physics, | foresee even di mnishing what | already
view as a small enough anount of tine.

DR PATTERSON Are there any other feelings
regardi ng that?

DR BASSETT: Are we tal king about the alternative
pat hway?

DR PATTERSON  Yes, we are tal king about the
al ternative pat hway.

DR BASSETT: | don't have a problemw th that. |
think it is not a bad idea.

DR PATTERSON  Yes, Ed.

DR HENDRICK | think, typically, when I think

about how much physics residents get specifically in
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mamogr aphy, it mght be 8 to 10 hours a year, and they
mght rotate through that three tinmes, but they are not
getting a huge anmount of physics specific to manmography in
the residency program So nost of that 3 nonths is going to
have to be clinical tine.

DR KCPANS. This is the alternative pat hway.

DR HENDRICK:  Yes, but presunmably, we are
discussing it in the context of --

DR KCPANS:. | think in a residency program you
are constantly getting physics and whatnot. M
under st andi ng, because | m sunderstood initially, was this
IS soneone who is not in a residency programwho wants to
becone qualified. | think | would agree with Glda. They
shoul d be trained, |earn the physics froma qualified
physi ci st, and then spend at |east 3 nonths in actual
interpretation, but | agree to not dilute it, "Ch, cone on,
we have got to go have our physics lecture for 2 hours,” and
not actually be | ooking at mammograns and | ear ni ng
interpretation. So | would say in addition.

DR PATTERSON So you are saying that the wording
under (2) should read in addition there should be training
to include instruction and then go into the nedi cal
physicist. 1s that what everybody is saying?

Yes, Carl.
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DR DOCRSI: Part of that, if you excuse ne, to
skip down to where it says you have to interpret at |east
240 nmanmogr ans - -

DR PATTERSON | haven't got to that point.

DR DCRSI: | know, but it relates to the 3
nmonths. They are going to have to read 240 mammograns in 3
nmonths. By making it an addition, all you are saying is
that you hope that by giving themnore tinme that they wll
read nore than 240, which we know that is not going to
happen usually in an alternative pat hway.

So the fear of not having theminterpret enough
manmmograns is sort of covered by the 240. They are going to
have to read this 240 in 3 nonths. | don't want this to
cone across like | amtrying to get less in for this
pathway. If it was up to nme, it wouldn't even exist, but it
seens that that fear is covered by section (D).

DR PATTERSON I n other words, you are saying it
is going to take 3 nonths to get the 240 interpretations?

DR DOCRSI: Well, they have to interpret 240 in
this amount of tine down here.

DR PATTERSON That is a 6-nonth period of time.

DR DORSI: (Ch, that is a 6-nonth.
DR PATTERSON  Yes.
DR DORSI: Excuse ne. | take it all back.
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DR PATTERSON:  Yes, Dan.

DR KCPANS: | amjust wondering if | am
msinterpreting this again or not, but the section that you
are talking about is really training to interpret
mamogr aphy, and | woul d nove the physics down to the 60
hours, maybe. 1Is that the way to do it?

In other words, the 3 nonths of on-site clinical
interpretation of images and then a mni numof 60 hours of
medi cal education i n manmogr aphy i ncl udi ng physi cs,
radi ation effects, and so on. Wuldn't that do it?

DR PATTERSON  Cass, yes.

M5. KAUFMAN  The 60 hours is required for board-
certified people, also.

DR PATTERSON:  Yes.

DR KCPANS: In other words, not to dilute the 3
months for the alternative path, but to have the physics as
part of the 60 hours.

DR PATTERSON: If you do it that way, then you
are saying an individual who is board-certified will also
have to have additional physics.

DR KCPANS: Ch, | see.

DR PATTERSON It is (A and (B), and under (B),
you have two choices, and then (C).

DR KCPANS: Sorry. | withdraw the suggestion.
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DR PATTERSON  Ckay.

Yes, M ke.

DR LINVER Maybe it would be a good idea, then,
toreally explicitly give a nunber of hours of training in
physi cs that woul d be a reasonabl e nunber for people who are
going the alternate pathway and take it conpletely out of
the training aspect and | eave that strictly for
interpretation skills. It seens to ne that woul d hopeful |y
resol ve this question.

DR PATTERSON  Ckay. That was one of the
suggestions that was nmade about having a specific nunber of
hours, just like the nuclear nedicine requires -- aml
m st aken? They said 200 hours in physics?

DR LINVER That sounds about right, yes.

DR PATTERSON And that was one of their
comment s.

Do you feel that it should be separate, th en, from
the 3 nonths of training and interpretati on, and then have a
speci fic nunber of hours in physics? Do you have a nunber?

DR HENDRICK: That is 5 weeks. | don't know
anyone who coul d survive 5 weeks of physics of mammography.

M5. McBURNEY: | think the 200 hours for nucl ear

nmedi ci ne i ncludes physics, but it is not totally physics.
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So | think it is sonething like -- | can't remenber if it is
about 80. | amjust guessing.

DR KCPANS. How many hours do you | ecture on
mammogr aphi ¢ physi cs?

DR PATTERSON  Yes, Ruth.

M5. McBURNEY: | think for this 3 nonths of fornal
training, the physics wouldn't have to be totally related
just to mammography. | think it could be inmagi ng physics.

It is tal king about radiation physics, including radiation
physi cs specific to mammography, radiation effects and
radi ati on protection.

DR PATTERSON  You are al so tal ki ng about
radi ati on safety. You have to renenber that these
i ndividual s are not radiologists. So they need sone basi cs.

DR FINDER | just want t o correct one thing.
PATTERSON:  Yes.

FINDER These peopl e coul d be radi ol ogi sts.

3 3 3

PATTERSON:  They coul d be, but they don't have
to be.

DR FINDER But basically, all it is, they
haven't taken boards. A radiologist who hasn't passed his
boards would fit in under this category versus sonebody
el se.

DR PATTERSON:  Trut h.
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DR FINDER So it could be both of those.

DR PATTERSON. One of the comrents, which | wll
get toalittle bit later, we had a very extensive letter
fromthe Anerican Society of Famly Practitioners who stated
that 7 percent of their nenbers have mammography in their
offices and that they do their interpretation. So that, you
are tal king about this nunber of individuals that woul d need
r adi ol ogy.

| was shocked at that nunber, and to quote the
|atter, at least part of it, they were conplaining about the
nunber of mamograns, and this was performng them but this
sort of fits with all of them It says the tinme spent
perform ng unnecessary work to neet an arbitrary vol une
requirenent is time a famly physician could use for serving
patients.

Yes, Ed.

DR HENDRICK W were tal king about this physics
hour issue seriously over here. The typical rotationis
about 40 hours through the year for a radiol ogy resident
preparing seriously for the boards. There should be sone of
that, that is devoted specifically to mammography, though.
Alot of that is general imaging, physics, and radiation

protection, radiation biology.
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DR KCPANS: | could think of at |east 6 hours of
| ectures on different topics, all that have to do with
mamography. So | think it is at |least 6 hours of physics
devoted to nmamogr aphy, and | woul d be happy to give those.

DR PATTERSON  Yes, Barbara

DR MONSEES: Just a general question. Wen this
was initially discussed, was there any thought given to
separating out the qualifications for interpreting
physi ci ans as opposed to the | ead physician who was going to
be responsible for the QC program et cetera? Ws there any
di scussion? Do we care to do that or consider that it
shoul d be nore rigorous?

DR PATTERSON No. | don't think we got into
that as far as the interpreting physician. | think we
tal ked about that under QC and QA et cetera, but not under
the interpreting physician. Sonebody can correct me if I am
W ong.

DR HENDRICK W didn't actually have the concept
of the lead interpreting physician until these proposed
final rules came out is ny understanding. That is where the
concept was first introduced. So it is newto us, too.

DR HOUN | think that we had extensive
di scussi on about personnel assignnments and shoul d we specify

who does quality control tests and who takes responsibility
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of the quality assurance program So we did have
di scussi ons on these personnel categories.

DR PATTERSON  Ckay. Any other comments on this?
So we are comng up with sone nunber somewhere between 6
hours of physics and 40.

DR HENDRICK: | think the comrent was that for
t hese broad categories of instruction in radiation physics,
radi ation effects, radiation protection, radiation biology,
that the sumshould be on the order of 40; that those
specific to physics of mammography shoul d be on the order of
6 to 10. Probably, 8 is a reasonabl e nunber.

DR PATTERSON (kay. Does that seemagreeable to
the commttee?

How do the Charlies feel on that? Could that be
i n parent heses, so nuch in physics?

MR SHOMLTER | think we hear the comittee.

DR PATTERSON Ckay. The other nmajor question
was who was qualified to teach this 3 nonths of docunented
formal training, did it have to be sonebody who was
qualified to teach in a residency program or sonebody who
met the qualifications of an interpreting physician, did a
residency director nmeet this qualification even though they
did not nmeet the qualifications of an interpreting

physician. | would |ike sonme feedback on that.
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Yes, Dan.

DR KCPANS: | don't have an absol ute set of
criteria, but | think that it at |least has to be a
practicing interpreting physician to teach interpretation.
| think it should be nore than that, but | amnot sure how
you set up the qualifications for that.

DR PATTERSON Yes, Gl da.

DR CARDENCSA: | woul d suggest that, again, we
consi der this being done under the guise of a radi ol ogy
residency. | would hate to think that the famly
practitioners that wote in are teaching other interpreting
radi ol ogi st s.

Again, the weak link at this point in mamography
is the interpretation, and | think we need to enphasize the
interpretation of the mammograns. That is where we are
going to find additional cancers at this point, inproving
interpretation.

DR PATTERSON  Any ot her comments on that?

[ No response. ]

DR PATTERSON Ckay. | sort of get the sense
that it should be sonmebody who is basically qualified to
teach interpretation in a residency programor sormething
al ong the AA

Yes.
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DR LINVER It seens to ne that the standards
shoul d be no less than for the teaching that goes on in any
radi ol ogy residency. It has to be at |east the equivalent.

DR PATTERSON Yes. | thi nk that is a good
question. Go ahead and ask, Flo.

DR HOUN | know a lot of folks say they get this
alternative requirenent going to Dr. Tabar, and this woul d
elimnate Dr. Tabar.

DR FINDER | just want to bring up that in
April, we elimnated Dr. Linver.

[ Laught er. ]

DR CARDENCSA: | would challenge that a little
bit. Wat do they do? They keep going to his | evel one
until they get 3 nonths worth of credits? | nean, | think
they may get the continuing QVE credits, but | don't see how
they could fulfill the 3 nonths.

DR KCPANS. | would agree with Dr. Cardenosa on
that. For OME credits, that is fine, but you need to be in
a programthat is seeing real patients and dealing with real
questions, not canned cases that are in sone kind of
teaching file.

DR PATTERSON  Yes, Joel.
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DR GRAY: | have a curiosity question. Wat
qualifies someone to teach in a residency programas opposed
to an interpreting physician in a private office sonmepl ace?

DR PATTERSON Dan, would you like to respond to
t hat one?

Ch, Larry wll respond.

DR BASSETT: Experience. Basically, experience
in teaching inaging of the breast to people who don't know
anything about it when they cone to you and they are
begi nning, and they have to | eave and pass an exam nation
that is a tough examnation, an oral exam nation based upon
what they have | earned in your program

| mean, | can't think of any other standards you
can use. What else can you use? | nean, | amnot saying it
is going to be 100-percent perfect, but it is the best | can
think of. CGherwise, it is going to becone very arbitrary
and individual in terns of if we have to find some way of
docunenting on an individual basis. That wll be
i npossi bl e.

DR PATTERSON | guess ny feeling is that | can
guarantee you that if your residents were not passing the
board i n mammogr aphy, you woul dn't be teaching very | ong
there. Seriously, | think they would be | ooking at other

ones in residency prograns.
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DR KCPANS. Maybe these have to be accredited
resi dency prograns, Joel. Maybe that is where you are
heading for. | don't know Can you just call yourself a
resi dency program and have peopl e cone and do postgraduate
work? | honestly don't know the answer to that, but there
are requirenents for being a teacher in a residency program
in the accredited program

DR PATTERSON  Are you tal ki ng about the AMNC?

DR GRAY: That is exactly where | amcomng from
Dan, because if we put an requirenent like this in, | am
sure there is going to be sone individuals who are going to
have a residency programthat is not affiliated with an
academc or a certified program

DR PATTERSON  Yes, Ruth

M5. McBURNEY: The way that we have addressed this
for nucl ear nedicine physicians in our State, and we have
probably gone over what nost of the States have, is that
that training, the hours of training, if they are not board-
certified, nust be obtained in an ACAVE- approved
institution; that is, accredited for teachi ng nedi cal
educat i on.

If that programthat is accredited okays or as a
part of that programwi || okay another course outside of

that institution, they are taking the responsibility on for
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that training, but outside the regulatory agency of |ooking
at is this person qualified to train or not, puts down on
the accreditation process, the accreditation of the nedical
educat i on.

DR PATTERSON  Ckay. Let me be the devil's
advocate on that before Charlie does that.

Wen you say an ACGAVE- approved residency, are you
sayi ng resi dency i n manmogr aphy, residency in radiol ogy or
just residency? Because now sone of these will say, "Vell,
gee, | did ny B-GYN and they gave ne X part in
mamogr aphy, " or as this famly practice thing came up, they
says, "Wll, they are trained i n manmography,” and it has
i sted the aspects.

M5. MCBURNEY: It would have to neet those other
requi renents, but those hours woul d have to have been
obtained in an approved institution.

DR PATTERSON That is true

M5. MBURNEY: That was just a suggestion if that
is what people are searching for, for qualifications.

MR SHOMLTER | amjust mldly concerned that
the | evel of change that we are tal king about here coul d
lead us to a re-proposal, and that is fine if that is what
we need to do, but I want to caution the coomttee that, if

they want us to proceed post haste with what we have are
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smal | changes based on what we have, we need to be careful
about how far afield we range with additional proposals.

DR PATTERSON  Yes, Cass.

M5. KAUFMAN Vel |, it says docunented fornal
training. GCould it not be FDA's policy that that neans in
an approved nmammogr aphy residency training progran? In
other words, | amnot sure it requires a regul atory change.

M/ only position is | want to nake sure that these
i ndividual s have at |east the quality of training that the
radi ol ogy residents have, nunber one, and nunber two, |
don't want to see just an approved interpreting physician be
able to provide this kind of training to another
interpreting physician.

DR PATTERSON  Wat about the definition of
"formal " ?

DR FI NDER Let me just say this. At the |ast
nmeeting, this issue had come up. | did bring this up with
our general counsel, and they felt that a change this major
woul d require a re-proposal.

DR PATTERSON  Yes, Larry.

DR BASSETT: | guess what | amconcerned about is
that what is going to happen is that people within a
practice are going to teach each other. | know because |

deal with sone of these people in one of our prograns. They
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recently put sonebody who just finished a neural radi ol ogy
resi dency in doi ng mamogr ans because they didn't have
enough neural radiology to do. So they just had the other
person supervise themwhile they were doing this until they
got enough cases. So this is how they get their supervised
cases built up.

Then, what they are going to do is they have
someone who isn't board-certified. They will just teach
t hemthensel ves, the person who is an interpreting
physi ci an, because this is the best interest of the
practice. They don't want to send them out somewhere el se
to take their training. This is a big | oophole here, and it
is all going to happen within individual practices because
they are going to have sonebody who can't do nmammogr aphy,
and t he mammogr aphy busi ness builds up or they | ose soneone
who is qualified, and they will just take soneone else in
the contracting practice, which Dan had nentioned before the
probl em of contracting nunbers of interpreting physicians
and soon. | think that is where there is a big | oophol e
her e.

DR PATTERSON  Yes, Joel

DR GRAY: | know of at |east one practice where
this | oophol e has already been used. There were three

radi ol ogi sts who were not able to pass their board
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exam nations, and they have been passed through on this by
the one radiologist there that did pass his boards.

DR PATTERSON But they had residency training in
r adi ol ogy?

DR GRAY: Yes, but they couldn't pass their
boar ds.

DR PATTERSON. But that would fall under the 3
nont hs formal training.

DR GRAY: R ght.

DR PATTERSON  Yes, Cass.

M5. KAUFMAN  Charlie, cou |d you just clarify? |
under st and about adding on, |ike, the 40 hours for physics
because that really is a new requirenent, but could you not
make an interpretation that docunmented formal training,
means it has to be in an approved residency progran? Could
that not be a policy?

DR FINDER Al | can tell you is the advice that
we got.

DR PATTERSON  Yes, Ruth.

M5. MBURNEY: At least formal training should
i ncl ude sone docunent ed syl | abus and outline of what is
bei ng presented, rather than just sitting down w th your
col | eague and showi ng themhow to read a manmo fil mor

sormet hi ng
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DR PATTERSON Carl ?

DR DCORSI: Howfar can we go with the definition
of formal? If we can't go to what we all want to go to,
which is basically a residency program what can we do to
obvi ate the obvious problens that are occurring? | mean
this is a huge defect.

DR FINDER Well, we have addressed the fornal
i ssue al ready.

DR DOCRSI: Wat isit?

DR FINDER It has to be a formnalized program --

DR D CRSI: What does that nean?

DR FINDER ~-- in order to be able to docunent
just what you were saying, that these areas were covered and
that kind of stuff.

DR DOCRSI: That isit?

DR FINDER \Well, what el se?

DR KCPANS. Just a letter saying that these
topi cs were covered, that nakes it a fornal progran®

DR PATTERSON Does the FDA have the ability to
say this neets or does not neet the requirenent?

DR FINDER  Yes.

DR KCOPANS: It seens to ne that MBA -- | nean,
one of the concerns that we tal ked about yesterday was the

ability to interpret mammograns, and if you don't have sone
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kind of requirenent for truly formal training, everything
goes down the tubes. The buck stops with the interpreting
physi ci an.

To not have sone nore rigorous qualifications than
just as Larry was saying, | read ny 240 nmammogr ans under the
supervi sion of some interpreting physician and/or | spent 3
nmonths in the departnent with that physician, | think, is a
m st ake.

DR PATTERSON  Ckay. Any ot her comment s?

Yes, Esther.

MS. SO AMVARELLA: | agree as a consuner that we
need to be nore specific about qualification of the
i nterpreting.

DR PATTERSON  Ckay. | think you heard our
concerns. W probably gave thembefore in April, but I
think the public is asking the sane questions.

Let's go to the next one.

[ Over head. ]

DR PATTERSON  This is still under the initial
requirenents, and it is a mninmmof 60 hours of docunented
medi cal education in nmamrography with instruction in
interpretation, at |least 8 hours of category | in each
nodality, and this was one of the questions asked. Here

again, we had all over the board on this.
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In addition, we said that 40 hours had to be in
category | and at least 15 hours in category | in the 3
years prior to starting to interpret. W had peopl e that
agreed. W had those that disagreed.

| think that the agreenments and the di sagreenents
were probably pretty nuch equal there. There were sone that
felt that 40 hours was enough. There were others that
asked, well, you know, 40 was sufficient for the interim
why are you going up to 60 and take it back to 40.

There were those who said that 60 hours in
category | was wonderful. There were others who said why
don't you allow category Il, and they tal ked about the
har dshi p, et cetera.

(ne of themsaid if they are qualified, they don't
need any of these hours in OVE They said you don't need
any of this to read mammograns, and you certainly didn't
need to go to OVE courses because these were all done by the
sanme "gurus" who give nothing but the same repetitious thing
over and over again, and they didn't get anything out of
t hose hearing the same ones 60 tines.

There again was the question who was qualified to
gi ve these, was sonebody was just in active practice or
shoul d they just be in active practice or could they be

sonebody who only taught, and they wanted to further define
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activities in these OVE courses to include technique and QA
and QC. So sone of themwanted each of these things to be
desi gnat ed individually.

There was al so the big confusion or coments about
what did they nmean by each nodality, and they was one that
said this all should be called breast inmaging and not
mammogr aphy and, therefore, ultrasound and MR, et cetera,
woul d be a part of it, but if you say mammography, then who
is keeping track of just the mammography, et cetera. That
was a comment that was given both in this and in the
foll owi ng OVE questi ons.

Comments regarding that? | guess the first is
because there were comments that said that 40 hours was
enough, do we still feel -- and if |I remenber correctly, w
recomended the 60 hours the last tine around or agreed wth
it, and | don't knowif we still want to go with that.

M5. KAUFMAN | thought the last tinme, we said it
all had to be category I

DR PATTERSON  Yes, | believe we did, and we said
all of it was category I, and we felt the 60 hours, with the
public comrents. Does anyone with to change any of that?

[ No response. ]

DR PATTERSON You can ask it now
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M5. KAUFMAN  The FDA asked the questi on, it has
been suggested that all 60 hours be category 1. 1In view of
the fact that this requirenent is already included in either
the board certification or 3 nonths of training routes,
shoul d the 60-hour requirenent be dropped?

DR PATTERSON Comment ?  No change?

DR FINDER Can sonebody explain that to nme?

DR PATTERSON  You are the one that asked the
questi on.

DR FINDER | know the question. | don't
under stand t he answer.

As far as | can tell, unless sonebody has anot her
rationale, this doesn't add anything. The 60 hours are
either included in the board certification or the 3 nonths.
It isincluded. It is not an addition. So what are we
gai ning by that?

DR PATTERSON  No, no, no, no, no. It doesn't
say it in the 3 nonths that you nust have --

DR FINDER It says hours spent in residency can
count for this.

DR PATTERSON R ght.

DR DCRSI: It doesn't cover the alternative.

DR FINDER Wat is the alternative?
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DR DOCRSI: The alternative pathway al so has to
go through (© and (D).

DR PATTERSON R ght.

DR DCRSI: So | would like to make it 150 hours
nowin relation to what just went on before. Anything that
| can do to make it nore difficult for sonebody to take an
alternative pathway, | would like to happen.

DR FINDER But it doesn't nake it any nore
difficult.

DR DCRSI: It gives themnore tinme to spend
doing this. It means nore better tine spent in doing this.

In other words, the way | read this unless | am
not reading it correctly, everybody has to have (A).
Everybody has to have (B)(1) or (2). Everybody has to have
(O, and everybody has to have (B)

DR FINDER R ght.

DR DCRSI: Raght. So, if you arein a
resi dency, you are easily going to cover (O and (B)

DR FINDER R ght.

DR DOCRSI: If you are not, it is going to cost
you nore of your personal time to cover (C and (B), which
nmade defl ect sone people formgoing through an alternative

pat hway.
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DR PATTERSON | think a couple of things that
are under (O, nunber one is that it says at |east 15 hours
must be in the past 3 years. So that, an individual said,
"Wll, gee, | got a 3-nonths, 20 years ago." No?

Yes.

DR KCPANS. | ama little confused agai n here,
but I think, Carl, what | would suggest is that the 60 hours
be in addition to the 3. | think that is didactic for the
al ternat e pat hway.

DR DOCRSI: Well, that is the way it is witten.

DR KCPANS: MNo, it isn't. | think what Charlie
is saying it is within the 3 nonths.

DR DCORSI: Rght. It is within the 3 nonths.

DR KCPANS: Well, that needs to be clarified.

DR PATTERSON If it is in the residency program
if you ook at the last --

DR DCRSI: That is only for the alternative,

DR PATTERSON The last six or eight |ines, under
(O, it says hours spent in residency specifically devoted
t o manmogr aphy.

DR DORSI: Wichis (B)(1), not (B)(2).

DR PATTERSON So that takes care of the (B)(1).
It is the (B)(2).
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DR KCOPANS: So that is an additional 60 hours
over and above the 3 nonths?

DR PATTERSON R ght.

DR KCOPANS: Charlie, is that --

DR PATTERSON  And this nust include basic breast
anat ony, pathol ogy physiol ogy, technique, Q3 and QC

DR DCRSI: Dd you hear that? The 60 hours for
the alternative path was over and above the 3 nonths.

DR PATTERSON  Fromwhat | can gather, the 3
months is in formal training ininterpretation, and also, in
that, there is instruction in physics.

DR KCPANS: In addition, a mninmof 60 hours?

DR PATTERSON  Then, you need 60 hours of nedical
educati on, docunented nedi cal education that includes all of
t he ot her breast anatony, physiology, QA QC et cetera, et
cetera.

Yes, Carl.

DR DCRSI: You are right, Charlie. In a
residency, it is redundant, but not for the alternative
pat hway, and that is the key now that we have this apparent
inability to nake the formal training what we want. So |
think that is great.

DR FINDER (kay. So you want to leave it in?

DR DCRSI: (h, yes.
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DR FINDER Ckay.

DR PATTERSON Ckay. Yes, Larry.

DR BASSETT: | just want to c larify a couple of
things because | spent a lot of tine -- | think it is a
coupl e of years ago now -- with people here, Charles, before
you were here, working specifically on these particul ar
t hi ngs.

What we cane to a conclusion about at that tine
was that if the resident should have had these hours during
their residency and that when they passed the board exam at
that point, the date on their board exam nation certificate
woul d begin the clock ticking for when they had to
accunul ate the 40 cases per nonth over tine. They didn't
have to start with the 240.

So that, in a residency, if you took the required
ti me i n mamogr aphy, passed your exam your ora
exam nation, then you basically acconplished all of the
requirenents to be an interpreting physician to that day,
the day that you passed, and then your requirenent was to
continue to accunul ate the requirenents that any ot her
interpreting physician would, which is 15 units of QWE every
3 years and readi ng the requisite nunber of exam nations.

DR PATTERSON That is the continual experience.

DR BASSETT: R ght.

M LLER REPORTI NG COVPANY, | NC
507 C Street, NE

Washi ngton, D.C 20002
(202) 546- 6666



j am

DR PATTERSON W are still on the initial
qualifications.

DR BASSETT: | understand. No, that is what |
said. That is how you got your initial qualifications, by
finishing your residency and passing the exam and then you
began your continuing requirenments, but if you didn't pass
your examor you didn't do a radi ol ogy residency, then you
had to use this alternative pat hway.

So, to ne, at least | thought it was spelled out,
you had to take an alternative course that would qualify you
as having net the requirenents you need, but you didn't pass
the exam so you nust not have gotten it before, and you had
to accunmul ate the OMVE requirenments before you could begin to
interpret mammograns. | suppose you al so woul d have to have
240 read under supervision

DR PATTERSON  Yes, Barbara

DR BASSETT: Isn't that correct? Isn't that the
way everybody renenbers it?

DR MONSEES: |If that was the sentinent, then
there are two ways that you can get into the alternative
pat hway, but (C says that hours spent in residency could be
credited. So, even if you didn't pass the boards --

DR BASSETT: R ght.
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DR MONSEES. -- the way this is witten now, if
you fail your boards, but you trained as a radi ol ogy
resi dent, you can use your hours during residency.

DR BASSETT: That is why | brought this up.

DR MONSEES. W at you are saying is you need
suppl enental training if you failed your boards. That was
t he sentinent.

DR BASSETT: | think we have to a ddress it is
what | am sayi ng.

DR MNSEES: R ght.

DR BASSETT: To ne, | sawit that way at the
tinme, but | can see thereis alittle bit of a | oophol e
her e.

Now it occurs to ne, while all these people who
didn't pass their boards are show ng up at ny door asking
for -- | didn't quite understand what they were asking for,
but I think I do now

[ Laught er. ]

DR BASSETT: They want ne to verify the hours
they spent, like, 10 years ago in residency or sonething.

DR KCPANS: But in addition to that, | a mstill
confused. | think Charlie was suggesting this, and maybe |
amjust confusing what Charlie was saying. For the

alternative pathway, whether it is a radiology resident who
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has failed his or her boards or it is another physician that
wants to read nmammograns, the 60 hours of nedical education
in mammography is in addition to the 3 nonths of clinical
training which is listed earlier. 1s that correct?

DR PATTERSON That is correct.

M5. MCBURNEY: No. If they were in a residency
program then, as proposed, the hours count.

DR PATTERSON  Yes.

DR KCPANS: Let ne back up, then.

DR BASSETT: But if they passed or not?

MB. McBURNEY: R ght.

DR KCPANS: Let's take the situation of not a
radiology resident. Let's just take the alternative pathway
for a pediatrician. That person would have to do 3 nonths
of what | see as clinical training. In addition, 60 hours
of nedical education, and the 60 hours is not within that 3
nmonths. |s that correct?

DR PATTERSON  Correct.

DR KCOPANS. That nee ds to be clearly spelled out
because | amnot sure, to nme, reading this, the 60 hours
could be within that 3 nonths.

DR PATTERSON No, it doesn't say that. Only for

t he radi ol ogy resident.
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DR KCPANS: | amjust tal king about the
al ternative nonradiol ogy resident.

Now, the issue of the radiology resident who fails
his or her boards, that is, | think, a separate topic, but I
think it needs to be clear that the 60 hours for these
nonr adi ol ogy resident is over and above the 3 nonths.

DR DCRSI: You ha ve to have (A, (B (1) or
(B(2), (Q, and (D).

DR KCPANS. But | would say in addition, have a
mnimum | can see interpreting that as 60 hours within ny
3 nont hs.

DR PATTERSON No. The way it is witten is that
you have to have (A), (B), (Q, and (D. (B), you have two
choices for it either way, but you still have to have (O
and you still have to have (D).

DR KCOPANS. But it is not clear that (© has to
be in addition to the 3 nonths for (2).

DR PATTERSON  Yes, Ed.

DR HENDRICK: | think it is clear, Dan. It is
refreshing, though, to see the radiol ogi sts have awaken to
t he rul emaki ng process here.

[ Laught er. ]

DR PATTERSON  Yes. It is the way they wite

regs. It is not part of (B). It is separate as (Q).
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DR KCPANS. As long as FDA has an interpretation
of these different subheadings, that is fine.

DR PATTERSON They have an interpreting
physi ci an up there.

DR HENDRICK Every one of these is |like that.

DR PATTERSON So we are saying not to do away
with the 60-hour requirenent. W are saying it should be
category I. D d we address any of the other comments?

DR KCPANS: | would like to propose that the
resident who failed falls into the same category as the
physi cian who is starting from scratch.

M5. McBURNEY: That is going beyond.

DR PATTERSON. Wat was that? Wit a nonent.
The resident that failed woul d be basically under the
alternative pathway. So they would have their |icense under
(A). They would be (B)(2) which would be the 3 nonths of
formal training. They would need the 60 hours -- oh, no,

t hey woul dn't because that would be part of their residency.

M5. MBURNEY: R ght. That woul d be goi ng beyond
what was proposed.

DR PATTERSON:  Yes.

M5. MBURNEY: | don't know that they could do

t hat .
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DR PATTERSON As it says there, if it is
docunented in witing by the appropriate representative from
the training institution, | guess that would be the | oophol e
on that, if they didn't sign off onit.

Yes, Joel.

DR GRAY: | would have assuned that the intention
of this was to only apply the |l ast sentence in section (O
to soneone under (B)(1), and perhaps it is just the way this
was worded. Ws that not the intent originally?

DR PATTERSON. | don't know if it was the intent
or not, but it is not the way it is witten.

Yes, Carl.

DR DCORSI: Wiy isn't heright? Wy isn't the
definition of residency thrown back to (B)(1) which nmeans
certified and passed? Wy isn't that true? It says in
there residency, but we don't define residency. Wat does
that nean? Does the residency count if you pass or don't
pass?

DR KCPANS: As it stands now, it does.

DR FINDER Let ne ask this question. If you
finish your residency programand don't get certified, are
you a radiol ogi st afterwards?

DR DCRSI: Wll, that is open to debate.

[ Laught er. ]
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FINDER Wll, that is the point.

DCORSI: Yes. Wll, okay. | tried.

3 3 3

PATTERSON. Ckay. Barbara?

DR MINSEES: |'msorry. Maybe |I m sunderstood
Dr. BASsett's comment, but | thought he was saying that the
sentiment was that you had to.

DR PATTERSON It may be the sentinment, but it is

not the way it is witten.

DR BASSETT: | amjust trying to reviewthis
because | see sone potential things. | amnot sure which is
the nost appropriate, to be honest with you. | mean, it

seens |ike what Elizabeth said is correct, that they did
neet the CME requirenents as witten, and it becones very
arbitrary, then, when you say that theirs doesn't count and
the other person who did the same things did. It is for
everybody, including the woman having the exam | nean, |
don't know what the nost fair thing is.

DR KOPANS: Just to throw another curve into the
problem let's say they failed their boards, in jest, in Q.

DR PATTERSON. Yes. | think we sort of have to
go wth the way it is witten here.

Yes, Ed.

DR HENDRICK: | think there is still a

difference. Sonebody who has gone through 4 years of
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residency training has a | ot nore exposure to inage
interpretation to the basics of inmaging to the physics of
i magi ng than soneone who gets this alternative 3 nonths of

formal training and hasn't gone through a radi ol ogy

resi dency.

| mean, a residency is 4 years, right?

DR PATTERSON  Yes.

DR HENDRICK So | think it is worth alittle bit
of a break.

There is also the question under (2). |If they
don't pass their boards, then they fall under (B)(2), and
they mght not actually have had 3 nonths of docunented
formal training in interpretati on of mammograns within the
residency. |If they are not board-certified, they may have
to go back and get sone additional training in order to meet
(2). Sol don't think it is all bad the way it is witten.

DR PATTERSON. Can we nove on, on this, then?
The comrent about interpret the 240 under direct supervision
of a qualified interpreting physician within the 6-nonth
period, again, there was the question about who was
qualified to teach these interpretations.

Then, there was the question about the
resi dencies, and we had quite a nunber of residency program

peopl e who wote stating that they weren't all going to be
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able to get all their residents in the previous 6 nonths
prior to this, elimnating the exception which -- | don't
know. Maybe they didn't cone to that or they wote their
| etter beforehand or what have you, which allows the
resident, and we will get into that under the exceptions,
but is there any corment about the interpretation of the
2407

As | said, nost of the questions were just on who
was qualified to do this.

Yes, Carl.

DR DCRSI: I'msorry. | lapsed ou t for a
m nut e.

DR PATTERSON Al right.

DR DOCRSI: Does that 240 still nean that they
have to do it intheir last 6 nonths of training as a
resi dent ?

DR PATTERSON No

DR DCORSI: kay. | didn't see that. Al right.

DR PATTERSON Ckay. Yes, Cass.

M5. KAUFMAN I n | ooking through the comments, |
amnot positive, because | read the whol e book, but it
seened to ne that there was sonme question about
grandf at heri ng because there are interpreting physicians who

-- oh, that has those coments?
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DR PATTERSON (Go on.

M5. KAUFMAN  Because there are interpreting
physi ci ans who we have approved under the interim
regul ati ons who won't neet these requirenents. So | amj ust
asking, are we going to not allowthemto continue acting as
interpreting physicians?

V¢ said they only had to have 180 hours of
evi dence of --

DR PATTERSON Here again, that falls under the
exceptions, which we will get to in a nonent.

If you | ook down in the mddle of the colum, the
second colum where it says those physicians who previously
qualify as interpreting physicians under the FDA interim
regul ati ons are considered to have net the initial
requi renents.

M5. KAUFMAN  Ckay.

DR PATTERSON  Ckay. So we will get to that
under the exceptions, but this is for individuals that are
new com ng on boar d.

Any addi tional questions on that?

[ No response. ]

DR PATTERSON  Ckay. | think | address all of
t hem because nost of the comrents on that was basically

| ooki ng at residents type of thing.
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[ Over head. ]

DR PATTERSON : Let's go to the conti nual
experience and education. Under (A), you nust have an
average of 40 over the 24-nonth period, and again, we have
all over the board, sone agreed, sone disagreed. Sone said
no, this should be closer to 200 per nonth. Sone said no,
this is too much, we don't do that [arge a vol une, and
therefore, 40 is too nuch. Sone of them said you shoul d be
averaging this over a 1-year period of tine and not a 2-year
period of tinme. Some of themgot into the question of the
doubl e reading for this nunber, and sonebody said if you
have nore than one person reading it, then it becones
mul tiple readi ng i nstead of doubl e readi ng.

| read you the conmment about this was unnecessary
work to keep up volunes, this arbitrary vol une requirenent,
and it took time away from patients.

There were those who wanted clarification, did you
allow this independent or could this doubl e readi ng be
together type of thing. Sone themsaid it had to be double
reading without any marks put on the filns to identify the
area that you are concerned about.

Sone of themwanted to know if you didn't keep up
that nunber, could you just use GVME in lieu of interpreting

mamogr ans because you really didn't need a lot of skill in
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interpreting nammograns. | nean, sone of themwere pretty
interesting. | nean, it is easy, so all | have to dois
keep up ny QOME

Sone of themsaid if you are a wel |l -trai ned
radi ol ogi st, why would you need to do 40 a nonth if you have
been doing themfor a long period of tine. There were those
that said you should have a maxi nrum and then there were
those that said you shouldn't have a maxi num nunber that you
can do.

Then, there was the question of, well, you should
rel ax your requirenments for rural areas. So those were
basi cally the whol e group of comments of the continua
medi cal experi ence.

Any comments? Keep it as it is.

| think we have said over and over again, people
in the rural area shouldn't get |lesser quality. So is there
anyone who wants to relax it for rural? No.

I's there anyone t hat thinks there should be a
maxi mum or not be a nmaxi mum nunber read?

DR KCPANS. Wiy woul d you have a maxi mun? Twenty
seconds to read a mamrogram m ght not be a good situation.

DR PATTERSON  Ckay. The question, then, about
if you are well trained and you have been doing it for a

long period of time, do you really need the 40.
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Do you need to do themindependent or can you do
them t oget her for your double reading, or don't you really
care as long as you are reading then?

[ No response. ]

DR PATTERSON No comments.

DR HENDRICK Don't you have to sign the
interpretative report? | nmean, isn't that what you nean by
reading is that you have signed a report?

DR PATTERSON Well, there are sone pl aces that
they use to interpreting physicians on the report, and the
question is, have they been read i ndependently at two
separate readings or are they readi ng them together,
basically, or are they conparing their results before com ng
out with a final report onit. | think that is basically
what they are saying on it.

DR HENDRICK | guess | thought whoever was the
official signature on the report is the one who is credited
wi th the reading.

DR PATTERSON There are a nunber of places that
are actual |y doi ng doubl e readi ngs, and two nanes are goi ng
on every report.

DR HENDRICK: They are not two i ndependent
reports?

DR PATTERSON  No, no. Two nanmes on one report.
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DR HENDRICK Well, | leave it to you
radi ol ogi sts to figure that one out.

DR PATTERSON  Yes, Ruth

M5. MCBURNEY: And | thought we  were allow ng the
doubl e reading in the small-volume facilities in order to
nmeet this requirenent.

DR PATTERSON  Yes. W were allowing it. |
think they wanted clarification, did they have to be

i ndependent reports or could the reports be together to neet

those nunbers, | think, is what they were questi oning.
Yes, Rta.
M5. HEINLEIN | think the question is, were they

read i ndependently or do they both sit there together and
read it.

At sone facilities, only one nanme goes on the
report, and they just have a method of docunenting that a
second physician did a second reading. So | don't know i f
it is amtter of issuing any type of a report or that is
how t hey woul d docurnent it. | think it is a matter of did
they sit there together and read it or were they i ndependent
inreading it, aside fromthe docunentation

DR PATTERSON | guess the question is, does it
nmake a difference.

Yes, Dan.
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DR KCPANS: | think we have a doubl e-readi ng
systemwhere we actually don't put two names on the report.
The reason for that is to benefit the patient and not
benefit mal practice | awers, but we do docunent and keep
track of who the second reader is for this purpose. So |
t hi nk you shoul d have sone docunentation that the second
reader really did | ook at the manmograns, one way or
anot her.

DR PATTERSON  But independently? | think that
is what their question was.

DR KCPANS. (h, you nean if you sit next to each
ot her ?

DR PATTERSON:  Yes.

Yes, Carole.

DR CGHRVALA: | think it has to be done
i ndependently. |If they are sitting next to each other, they
are going to influence each others judgnent. They have to
be done separately, and they usually assign a prinmary reader
and then set aside a set of filns that are going to be
doubl e read, and they are distributed anong the ot her
radi ol ogi sts. They are read at a different point in tinme,
not when the first interpreting radiol ogi st takes a | ook at
the exam | think the opportunity for bias is pretty high.

DR PATTERSON Larry?
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DR BASSETT: | don't think thi s is about the
i ssue of double reading in order to inprove sensitivity.

What it is really about is having enough nunbers --

DR PATTERSON R ght.

DR BASSETT: -- to neet the qualifications, and |
think what the intent was, if soneone el se had officially
read the inmages, you could review themall and put your
i npressions down. This could even happen if you weren't
even at the sane facility.

If a facility had a | ow vol une, they coul d have an
arrangenent with another facility to go over all the cases
and nake an interpretation. | think this woul d happen in
the mlitary specifically or nmore comonly.

So the purpose here is not for a doubl e reading
like you talk about in the research papers, but to
accumul at e enough cases for the people who are in | ow vol une
facilities, so they can docunent that they actually
interpreted or read enough cases to neet the qualification.
R ght?

DR PATTERSON  Yes.

DR CARDENCSA: | guess | would remain a bit
concerned about how that is going to be docunented because |
suspect that if your nane isn't going on the report, you

coul d get through 240 mammograns in an hour. So | guess |

M LLER REPCRTI NG COVPANY, | NC.
507 C Street, NE
Washi ngton, D.C 20002
(202) 546- 6666



j am

woul d want to see what is the docunentation to be sure that
peopl e have truly revi ewed the manmmograns appropriately.
How is that docunented? | don't see anything specified as
to howthat is going to be acconpli shed.

DR PATTERSON Barbara, | saw your hand

DR MONSEES. | just wanted to say that | agree
with Larry. The idea is that this is about training your
eyes. In fact, if it were 240 cases that were teaching
cases where you read them as unknowns and you got path
feedback i mredi ately by | ooking at the answer, it woul d be
even better, but it wouldn't be an on-line reading. You
woul d I earn as much or nore, and you would train your eyes.
So | don't think it should be about, necessarily, on-line.
Let's be realistic here. 1t should be about getting the
experience and getting sone sort of feedback.

In terns of docunentation, nmaybe an attestation
formis really all we need here, or maybe we need to have
sonebody track how many they read in a particular way and
keep that for their own docunentation.

DR PATTERSON  Yes, Rta.

M5. HEINLEIN Doesn't the ACR right now under --
wel |, even under the voluntary program wasn't there sone
requi renent that the physician interpret so nany nmammograns

under that? Am|1 off the wall here? Wasn't there sonething

M LLER REPCRTI NG COVPANY, | NC.
507 C Street, NE
Washi ngton, D.C 20002
(202) 546- 6666



j am

like that? Was there sone nethod? Wat nethods were
accepted for docunentation on that if they wanted to do
doubl e reading, like, say in a |ower-volune facility?

DR PATTERSON:  Yes.

DR HOMN | guess | woul d suggest that we not
specify the systens for how double reading, if you are going
to do it, happened because | don't think we need to be that
prescriptive.

DR PATTERSON | agree. | think how you mnaintain
it and keep your records is probably -- | amjust bringing
up the comments that the public asked.

Yes, Cass.

M5. KAUFMAN W have had several fc

DR HOUN W have had several facilities who are
under that breast cancer detection programwhere they get
nmoney, | think, fromCDC and their physicians say they are
interpreting, like, 1,500 marmo filns a nonths.

Then, we get a little concerned about how nuch
tine they are spending on each film can you interpret that
many and still do an adequate job. So do we need to think
about having sone kind of a maxi mumor sonething in there on
t hat ?

DR PATTERSON  Yes, Dan.
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DR KCPANS: | think Glda's point earlier is a
good one. W really don't know the shortest period of time
it takes to read a manmmogram So | think it woul d be tough
toset alimt. That is all | would say. 1| don't know what
is the maximum Al so, how quickly do you get tired out? I
nmean, | get tired after |ooking at 40 screeni ng nmanmogr ans.
| have to go do sonething else, but | amnot sure you can
legislate that again. | don't know what the answer is.

DR PATTERSON  Yes, M ke.

DR LINVER Just to corroborate that, | think
there is too much difference in the kinds of interpretations
that are going on. If it is all screening and if it isin a
popul ati on, especially, of older individuals, the tine
involved is going to be a lot less than if it is younger
patients with nore difficult patterns. So there is too nmuch
variation, | think, to try to legislate that.

DR PATTERSON  Marsha?

M5. QAKLEY: | appreciate what Cass i s saying
about screening prograns, but in the State of Maryland where
managed health care is naki ng trenmendous changes, there are
many private practices that are nowin the huge systens and
huge vol umes of mammograns that are passing across desks.

So | have concerns not just for the patients who are in the

CDC pr ogr ans.
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DR PATTERSON  Yes, Joel

DR GRAY: | have a question regarding a fairness
i ssue here, and this goes back to what we were tal ki ng about
with the technol ogists earlier. Wat did we decide that we
would allow if one technologist is in a roomwth another?
Do they only get credit for half of an exam or did we
decide both get full examcredits?

DR PATTERSON  Yes, but that is per f or mance of
and that is not interpretation of. | mean, a nmammogram can
go -- and we established this a long tine ago, that the sane
mamogr am coul d go froma dozen different places. It is the
experience of interpreting the mamogram

DR GRAY. | agree with that same mamrmogramto go
to a dozen different places, but we are tal king about now
the difference between two people interpreting it
simul taneously or independently, and | just think we ought
to keep that in mnd.

DR PATTERSON Ch, | see what you are saying. So
you are saying that this shoul d be i ndependent
interpretation.

Yes, Carl. Can we nove on?

DR DCRSI: (D says direct supervision. |If you
turn to the definitions, direct supervision nmeans that

during joint interpretation --
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DR PATTERSON  Excuse ne. Let ne cut you off
real quick. W are past (D).
DORSI: Oh, I'msorry.
PATTERSON: W are now on (2)(i).

DORSI: | was just thinking backwards.

3 3 3 3

PATTERSON.  Ckay, but that is initial
training. W are nowin continual experience. Pl ease,
let's not backtrack. Ve will be here until tonorrow
nor ni ng.

So we are basically saying the feeling is it
shoul d be i ndependent .

The ot her question was, did we feel it should be
closer to 100 a nonth. | think there was only a few of them
that said that this should be per year and not over a 2-year
period of tine.

If you renenber correctly, we used the 2-year
average over the 2-year period of tinme for people that were
on sabbaticals and this type of thing.

Yes, Rta.

M5. HEINLEIN Can | ask a question?

DR PATTERSON  Yes, you nay.

M5. HEINLEIN | say this hesitantly. Wat did we

deci de about could they read together or apart?
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DR PATTERSON | think we said that our feeling
was that it should be independent, but I think Flo sort of
asked us not to get into |legislating howthings are done. |
think our feelings were made. Maybe sonehow or anot her,
this will get into the preanble that we feel this should be
i ndependent. | think that was the consensus of everybody.

Part (B) -- we are noving right along -- is under
the OVE, which states that it should be 15 hours in category
| over a 3-year period of time, and that at |least 6 hours in
category 1 in each nodality.

Here again, we got the question, what did you nmean
by nodality. The other question was that this should really
not be mammogr aphy, but breast inagi ng because these pl aces
are doing ultrasound and MR, et cetera, which don't fal
under this, and can they use their credits in that aspect.

VW had pros and cons o ver the nunbers. Sone said
that 15 was too low Sone said it was too high. Sone said
it shouldn't be over a 3-year period of tinme. Some said it
shoul d be on a | esser period of tine. W had themall over
t he board there.

There were sone of themthat felt that there
shoul d be no requirenments what soever for COVE, and the
quot ation was that they woul d choose what they think they

need for what they think they need.
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There were others that felt that because of the
change in technol ogy, this nunber was too | ow and that it
shoul d be i ncreased because technol ogy is changi ng. They
felt that the tine period should be shorter because of the
changi ng t echnol ogy.

Then, there was a couple who said, really, the
only type of OVE that should be all owed woul d be either
hands-on or vi ewbox type of a OVE and not going to a course.
So that was the ganmut of the comments.

Any comments about those?

[ No response. ]

DR PATTERSON | guess the biggest question is,
should it be all-enconpassi ng under breast inaging rather
than just mammography. | think that was one of the things
that needed -- maybe sonmewhere along the line, maybe in the
preanbl e, that needs to be defined, whatever the commttee
feel s about that.

Yes, Rta.

M5. HEENLEIN.  In this law, it has been
specifically defined as to what nmammography is. | nean, |
think if nowwe go to change it to breast imaging, all we
are really be doing for the sake of this lawis to take out

t he word "nmamrography” and still define breast inaging as
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"as mammography is currently defined in this regulation.”
I's that correct?

DR PATTERSON No. | think the question was when
they go to a course in OME, if they are getting, say, 15
hours and sone of this is involving ultrasound or MR of the
breast, could this be counted or did it all have to be on
" mamrogr aphy. "

M5. HEINLEIN Ch, | see what you are saying.

DR PATTERSON  Yes, Dan.

DR KCPANS: | think for all these other
nodalities, they are always sonehow integrated with the
mamogr aphi ¢ evaluation. | don't think I have ever been to
a course where soneone just tal ked about breast ultrasound
and didn't show a mammogram So | don't see it as a
pr obl em

If you go to some course where there is no
manmmogr am shown, there is no integration, then | don't think
you shoul d count that, but | can't envision a course |like
t hat .

DR PATTERSON No. | think they were talking
about the reverse. |If they went to a course that said you
have 15 hours of OV and in that there was, say, 3 or 4

hours that was on ultrasound of the breast, this is a breast
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course, and there were 3 or 4 hours on ultrasound of the
breast, could this be included in their QW

DR KCPANS: That is what | am saying, that
ultrasound of the breast is always integrated. They are
inseparable. So | would say yes, it would be part of that.

DR PATTERSON  Yes, Flor.

DR HOUN | think what we circulated to the
coommttee, | guess, in Decenber about the proposal for how
to count continuing education on the interimregs is that no
nore than 50 percent of the continuing education credits can
be in related topics.

W recogni ze that related topics such as
ultrasound of the breast, MR of the breast conpl enent
performance interpretation understandi ng of namography, but
if you just did 15 hours totally of MR of the breast in a
3-year period, that was all the education you got, you
couldn't really say that that hel ped you along totally in
nmanmogr aphy.

So that was the proposal we had circulated to the
commttee nenbers in Decenber for how we would do it under
the interimregs. Howit differs is that this proposal is
stricter. You can only get all 15 i n manmmogr aphy.

DR PATTERSON  Yes, Penny.
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M5. BUTLER | would think -- and I would like to
hear nore fromthe radiologists -- that courses on ancillary
imagi ng nodalities used for the breast is really part of the
total breast care picture. How can you really separate it
out? | think it should be included for continuing
education, even though it is not specifically nmanmrography.

DR PATTERSON | guess the problemis on he re,
says i n mammography, and then, in the begi nning, under
definitions, it tal ks about mammography as radi ol ogy of the
breast. That is what people were asking, what did you nean

Yes, Barbara.

DR MONSEES. There are nmany things that we m ght
| earn as radiol ogists that would pertain to the practice of
radi ol ogy and interpretation of manmograns,
radi ol ogi c/ pat hol ogi ¢ correl ation, epidem ol ogy, for
exanpl e, anatony, things like that, that will influence the
way we practice, the way we screen, for exanpl e, the nunber
of call-backs, et cetera, things we |earn from studying
out cone data, other people's outcone data, that don't really
pertain to | ooking at inages or how to | ook at inages, et
cetera, and | think they shoul d be counted.

Li kewi se, as Dan was sayi ng before, when you take
a course and sonebody teachers you the MR correlate for the

mamrogramin the clinical picture, that is teaching you kind
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of advanced training. That is very inportant, and that
shoul d be considered OVE, | believe.

DR HON | would ask, would you consi der j ust
ext endi ng what we have proposed under the interimregs to
this? In other words, no nore than half of the continuing
education credits be in these related topi cs because the
situation is if you only get 15 in 3 years, if it is all in
breast cancer epidemology, is that going to assist your
interpretation.

DR PATTERSON  Yes, Barbara.

DR MONSEES: | think if you are to that point in

your career where that is all you really are needing to

| earn because you are so proficient at the rest, | think
that it does count. | frankly think that it could be
count ed.

DR PATTERSON Then, you are the type of person

that says don't tell us what we need. That was one of the

guot ati ons.

DR MONSEES. Thank you.

DR PATTERSON Dan, you had a comment.

DR KCOPANS. Let that side go for a second.

DR PATTERSON  Ckay. W will start at the end.
Bob?
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DR SMTH | like the idea of 15 hours of
epi dem ol ogy.

[ Laught er. ]

DR SMTH | don't think they should end with
that. They should start with that.

DR KCPANS. It's a good nap.

DR SMTH | amjust opening wth sonething
faceti ous.

One of the things | have a question against, | am
sort of worried about inspecting against this by
scrutinizing the title of courses. | sort of like the idea
of the general guidance about the relative proportions, and
| think that the comrents nade by the radi ol ogi st about the
broad spectrum of issues covered in the actual OME course is
very inportant and it is telling.

| amworried about sonebody | ooking at a course
that says breast inmaging and saying that just really is not
mamography. | think this nmay be an inspection issue that
we have to be mndful of as we start scrutinizing course
titles and their content.

DR PATTERSON  Penny?

M5. BUTLER | think using the nodel of 50
percent, not nore than 50 percent can be other inmaging

nodal ities, is an unnecessary conplexity which really can
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conplicate the inspection issue. W should just specify 15
hours and leave it at that and | et the individual choose
what they need to round out their continuing education.

DR PATTERSON Ed?

DR HENDRICK | was just going to appeal for sort
of a reasonabl e approach to this. Nobody is going to design
a course that is 15 hours of epidemology for radiol ogists.

DR PATTERSON  Bob Smth.

[ Laught er. ]

DR HENDRICK: (kay. They mght design it, but
nobody is going to go to it.

If we had a problemout there of people giving
sham courses for OMVE and only giving them epi dem ol ogy when
they really needed interpretation, we mght need to
m cromanage this, but that is not the situation

These courses are designed to be reasonable and to
really aid radiologists, and that is what they do.

DR PATTERSON Do the Charlies have any comments
to nmake?

Yes, Rta.

M5. HEINLEIN | think Ed brings up a good point,
and | think that that should be the sane for all the
conti nui ng education requirenents for each of the personnel.

| nean, the physician, the technol ogi st, and the nedi ca
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physicist. Instead of specifying so nmuch at a certain
percentage, just let themmake the decision as to what it is
t hey need because they have already received the initia
training. This is in an effort to hel p themcontinue so
they can know, if they do have a weakness, where they need
to inprove.

DR PATTERSON  Yes, Cass.

M5. KAUFMAN Vel I, | was just going to say that
the proposal that Charlie Finder faxed to us that kind of
di vided continui ng education into four categories worked for
technol ogists and MD.'s and physicists. | guess | just
want to nake sure that we don't have sonebody attend a
course on, for exanple, howto increase your profit margin
i n mammogr aphy or sonething |ike that, counting towards
conti nui ng educati on in mamogr aphy.

| thought that the four categories that was
proposed by FDA worked pretty well, and we have sone
experience with that under the interimregs.

DR PATTERSON  Yes, Barbara

DR MONSEES: That is not nedical. | don't
consider that nedical. Profit margins are not mnedical.

DR PATTERSON So you a re talking that they
shoul d be nedi cal .

Yes, Ed.
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DR HENDRI CK:  Thank you so nuch.
DR PATTERSON | amjust getting tired
DR HENDRICK: These things have to go through COMVE
approval for category | credit. They have to have feedback
fromparticipants. They have to have critics of the
courses. They have to neet certain criteria. Let's |eave

it to the professionals to do that, not the FDA

DR PATTERSON  Ckay. | will just be the devil's
advocate on this. You can still have profit things and
managed care and still get QOWVE

DR KCPANS. There is no way to nake a profit out
of screeni ng nmanmmogr aphy.

DR PATTERSON. That is for sure.

DR KCPANS: | think if you try and m cronmanage
this, would a course on conplying with MBA be legitinmate?
| think it would be.

DR PATTERSON Ckay. The other comment, just to
bring it up, was regarding the hands-on or the vi ewbox type
of thing. M feeling is they are good, but | don't think
t hey shoul d be required.

Next slide.

[ Over head. ]

DR PATTERSON The g uestion regardi ng the new

nodality was it is witten that it is 8 hours before you
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start independently with a new nodality, and here again, we
had all over the board, you don't need it, it is too high, 5
hours is enough. There were sonme who felt we were talking
about Xerox and said you shouldn't have any of that. Sone
of themsaid new nodality was too vague. W heard that
earlier.

They wanted the training to be clarified, like
when and how, and sonebody nmade the comment, "VWeéll, not only
shoul d you get training in this new nodality, but you shoul d
have training in interpreting a certain nunber wth sonebody
who nmet the qualifications of this new nodality under
supervision.” In other words, if you are going to be
reading digital inmages, you need to be trained under
sonebody, a certain nunber of them

| think that was about the only comments about the
new nodality, too high, too |low, et cetera. Any comments
about that?

Dan.

DR KCPANS. |'msorry. Wat is the requirenent,
actually? Let's take digital.

DR PATTERSON  Ckay. It is 8 hours before you
start interpreting using a new nodality.

DR KCPANS: The interpreting of digital inages, |

woul d agree with whoever wote that saying it is still a
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mamogram It is just figuring out the knobs and what
contrast |evel and wi ndow | evels you want. | don't know how
to deal wth that because |I don't think anybody knows, A,
how we are going to be interpreting these and, B, how | ong
it is going to take to figure out the knobs, but | don't
think the actual interpretation of the inmage is any
different froma mammogram So | don't know how to set a
tine on that.

DR PATTERSON  So do you think that at |east 8
hours of training in the broad category of the new nodality
is acceptable? In other words, can | cone to your place and
spend 8 hours?

DR KCPANS: Wuld you count the applications
person comng in and teaching you how to use the consol e as
part of that?

DR PATTERSON This does not specifically state
who. It is just that you receive training in this new
nodal i ty.

DR KCPANS: Spending a day learning it? | think
that is all right.

DR PATTERSON Well, that is basically 8 hours, a
day, or less than a day as our neetings are.

Any problens with that?

[ No response. ]
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DR PATTERSON  Ckay. Let's nove on nowto the
exceptions. This is basically grandparenting.

| waited for you to make a comment, Dan. Wren't
you the one that gave "grandperson" the other day? So |
sai d grandparenti ng.

DR KCPANS. (nh, grandparenting.

DR PATTERSON This is basically anyone who has
met the interimrequirenents as already for the final, and
there were pros and cons on this. | think the najor one
against it was that neeting this was really m ni nal
standards, and they really wanted it tightened up a little
bit nore, but that was the only requirenment on that.

Any comrents? | n other words, those that net the
interimrequirenents should continue on is our feeling.

Ckay. The second exception was on radi ol ogy
residents. There were a |lot of questions on this, the
termnol ogy, "the first allowable tinme." There were
individual s that said this varies with different boards and,
therefore, it should be spelled out.

They questioned about the |ast 2 years of all of
the residents getting in their mamography training, and
what happens if they do a nonmammogr aphy fell owshi p, do they

need to go back and start over again in their 240 if they
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have been out on a fellowship, say, doing an angio for the
past 2 years.

The other question was if an individual in their
first allowable tine went and took their boards and ended up
bei ng conditioned, say, in mammo, where did they now fal
under this, did they have to start back on ground zero.

Comment s?

[ No response. ]

DR PATTERSON  No comments.

| don't know. | just got so confused on -- yes,
Joel .

DR GRAY: | would suggest we try not to
m cromanage this. W are | ooking at cases where there may
be one or two a year at nost to deal with, and | eave that up
to the FDA

DR PATTERSON This was al nost ny feeling about
this. The nore | read, the nore comrents and nore confusion
| had. | thought is there any way that they can
individually | ook at the qualifications of an individua
that has been in a residency that didn't neet this for sone
reason or another. No?

MR SHOMLTER | amnot sure | understand the

questi on.
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DR PATTERSON In other words, is there sonme way
toindividually | ook at cases of an individual who takes
their boards in the first allowable tinme? You have two
scenarios. They said over here earlier, what if they failed
in chest or what if they condition to mammo; in other words,
now do they have to go back and neet the 240 reading in the
previous 6 nonths, to start over again.

MR SHOMLTER W | ook at individual cases al
the tine as a result of inspection findings, typically, and
they get controversial sonetines.

Very often, when we have a | evel one finding, that
is, an unqualified person, that gets referred to
headquarters. W eval uate the docunentation ourselves. $So
it is not at all uncommon to | ook at individual cases.

DR PATTERSON  Yes, Ed.

DR HENDRICK | think some of the confusion here
is this phrase "the first allowable tine" --

DR PATTERSON  Yes.

DR HENDRICK: -- which could be renoved if you
replaced that with "a tine period fromconpletion of their
residency." So, if you kept the sane clause but said "and
to becone appropriately board-certified within 1 year or
within 2 years of conpletion of their residency,” it would

clarify this a lot.
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DR PATTERSON  Wul d you want it 2 years fromthe
conpl etion of their residency?

DR HENDRICK Well, the point is they have gotten
their 240 interpreting examnations during the last 2 years
of their residency. So you wouldn't want the tinme period to
go too nmuch beyond. It could be as nuch as 4 years, then,
if you allowed it to go 2 years beyond the end of the
resi dency.

So it mght be reasonable to say 1 year after
conpl etion of residency because nost residents take their
boards during their fourth year, right?

DR PATTERSON Larry, you had a commen t? No?

DR MONSEES. Most people take it right at the end
of their fourth year, but fellowships are 1 to 2 years. o
say, for exanple, sonmebody does neuro fell owship, whichis
the 2-year that | amthinking of, they will need that 2-year
w ndow.

QG her peopl e who do cross-sectional inmaging
fell owships or sonething else, it is usually 1 year.

DR HENDRICK But isn't this for the person who
t akes and passes their boards, regardl ess of what they are
going on to in terns of a fellowship?

DR MONSEES: They pass the initial requirenents,

as Larry said, before, and then, they didn't do the 240
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during the last 2 years of their residency because they
spent the last 2 years doing sonething else, a fellowship.
So the question is, really, only why do they have to do the
240.

Isn't that right, Larry?

DR PATTERSON That is where the question is.

Yes, Larry.

DR BASSETT: The 2-year period in addition to
giving alittle bit of |eeway for soneone doing a sabbatica
or soneone, that also takes into consideration, the person
who is doing a fellowship for a year, so that they have 2
years to get the average of 40 cases per nonth in. So it
al so accommodates them but | think the feeling was that if
they do a 2-year fellowship, that is too | ong w thout doing
manmmogr aphy to allow themjust to begin to do mammogr aphy
when they finishit.

So, 2 years of neuro, if they want to do
mamogr aphy at the end of that time, they will have to do it
during that 2-year period, and there are nmethods to do that
on their own if they want to, and if that is their desire,
they can do that, but they should not be able to start al
over again at the end of 2 years.

DR PATTERSON Does everyone feel there shoul dn't

be the 2-year gap after their board?
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Yes, Cass.

M5. KAUFMAN  Larry, since that phrase, "the first
allowable tinme," seens to be the area of confusion, do you
have a suggestion on what mght work in lieu of that phrase?

DR BASSETT: | think what that phrase nmeant
originally was that they should take their boards at the
first opportunity after their residency, which would be June
of their last year of their residency.

DR PATTERSON. \Well, there were different boards.

DR BASSETT: That is right, the different boards.
That is why the termwas put in because different boards
have different time scal es.

DR PATTERSON Yes. So that was the reason for
t hat .

DR BASSETT: R ght. For whatever board it was,
they should take it the first opportunity that is allowed by
t he board.

DR PATTERSON Wich was the first all owabl e

DR BASSETT: R ght.

DR PATTERSON. That was the reason for the
termnology. Mybe if that is just explained --

DR HOUN It is defined.

DR PATTERSON  Yes, okay.
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Al right. Can | have the next one?

[ Over head. ]

DR PATTERSON:  The reestablishnment of
qualifications, the way it reads is that they should do the
240 in the 6 nonths under direct supervision, and they need
to neet up to that nunber as if they haven't had them and
if they didn't obtain the OV of the 15 hours, then they
have to get enough of themto bring up that total in that 3-
year period of the 15 hours.

There were only a few comments agai nst that, and
they said, well, there really should be a penalty on top of
it all if they hadn't net those requirenents, but there
were, | think, only a couple of comrents that nade that
st at ement .

The ot her group of comments that were nade, again,
was it was too prescriptive. Sonebody or a group of them
said elimnate the entire section, you don't regul ate any
ot her group.

They wanted to clarify what was acceptabl e, CME,
very rigidly.

There were sonme comments that said don't change
the interimrules, they are fine as they are, just |eave

t hem al one.

M LLER REPCRTI NG COVPANY, | NC.
507 C Street, NE
Washi ngton, D.C 20002
(202) 546- 6666



j am

There were several comrents that said the |evel of
detail only nakes it easier for the inspectors to cite
facilities, et cetera, on not neeting certain requirenents.

There was the individual who said that the
interpreting physician should have their visual acuity
tested every year. W know who that was. Specifically,
they stated they really ought to be able to see those grid
l[ines on the filns, et cetera, and you don't know if they
can unless they are tested.

The other ones, there were sone comments -- and
this was sonething that was tal ked about in the preanble,
and there were sone that was very much in favor of a
practi cal examnation or sone way of determning that they
were proficient in interpreting examnations, and if this
ever came to be, then they were very much in favor of a
peri odi ¢ exam nati on.

| don't know if there is anyone who wants to nake
any comments about the whole group of them | guess the
question is, have we gone into too nuch detail, and do we
need to elimnate any of this.

Anyt hi ng?

[ No response. ]
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DR PATTERSON (kay. |If you go to the |ast
sheet, the questions, | think we have answered the second
one whi ch was should we drop the board, the 60 hours.

The first question is under the initial training
requirenent, | believe. Should all of the 3 nonths be
obtai ned in an approved residency programor be taught by
someone who teaches in a residency programor can this be
fromany interpreting physician? | guess we need to clarify
what our feeling is about those 3 nonths of training.

VW have beat on that. Dd we allow either group?
VW said just the residency training or sonebody able to
teach in a residency program |Is that correct?

M5. KAUFMAN  And approved i n.

DR PATTERSON  And approved, okay.

DR KCPANS. Wiat kind of approved residency
progran? Radi ol ogy residency programor a pediatric
resi dency progran?

M5. KAUFMAN  No. It has to be radi ol ogy.

DR KCPANS. Only radiol ogy.

DR PATTERSON Ckay. The last question was that
per f or mance- based standards coul d be used to repl ace these
requirenents as far as the initial requirenments in the CMVE
What is the feeling about that?

Yes, Ruth.
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M5. MBURNEY: | think that woul d be very
difficult to assess, and | think it would be better to | eave
the rules as they are proposed for the CMEs and the
qualifications.

DR PATTERSON  Any ot her comments? | guess i f
there was one that was there, if we had a way of using it.
| don't know.

Yes, M ke.

DR LINVER | think, ideally, it would be nice if
we had a definite perfornmance-based standard. Then we
woul d, indeed, have a level playing field, and in |ieu of
that, I think we go with what we got.

DR PATTERSON  (kay.

Yes, Ed.

DR HENDRICK The current board certification
exans are, in part, a performance-based standard in the oral
part of the exam They are two separately things.

DR PATTERSON. Well, the question was there were
comments about the initial training and the continuing
educati on nunbers were sort of bureaucratic and coul d you
repl ace that.

| think, unless you have recertification of your

board, the individuals that were boarded 10, 20 years ago,
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this would not neet this in any way, a performance-based
standard, | woul d think.

Yes, Dan.

DR KCPANS. | was just going to second, | think,
what Mke said. Trying to nmake a test for people who are
out of residency prograns -- and | woul d al so point out,
radi ol ogy residency prograns have a witten exam nation as
well as the oral examnation that you have to pass, but
subsequent to that, the Arerican Col |l ege of Radiology is
trying to develop this kind of post-continuing education
testing, and it is very, very difficult to do.

It mght be a wonderful thing to say, but it
doesn't exist, and it is very hard to do. Any one of these
tests could be challenged, | think, by radiologists. |
think this is the best you can do at this point in time.

DR PATTERSON | think we have covered all of
this.

Ve will now nove on to quality assurance.

DR KCPANS. |Is there a reason the mkes can't be
left on?

DR PATTERSON No. You get too nuch --

M5. HEINLEIN Can | ask a question? Dd we say

today that we were just going to revisit the qualifications
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for nmedical physicists to see if there were any additiona
comrents fromanyone since it was on today's agenda?
DR PATTERSON W did that.

M5. HEINLEIN | nust have taken a nap during that

DR PATTERSON Did that, been there.

M5. HEINLEIN Been there, done that. Ckay.

DR PATTERSON. We did both that and the
additional clinic inmage review a week, first order of
busi ness thi s norning.

[ Br eak. ]

Qual ity Assurance
6 pnmivammogr aphy Medi cal Qutcones Audit

[ Over head. ]
DR LINVER You may all take out your books and turn to
page 14881 for responsive reading. W are going to be
tal ki ng about the nedical outconmes audit quality assurance,
third columm, page 14881, (f).
| thought |I would start by summari zing the basic general and
specific comrents that were nmade in this section
| thought there were 262 comments until |ast night when I
was about to go to bed and | pull out this addendum which
had anot her 31 comments in it. So there were al nost 300

separate coments in this section
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The general comrents, there were exactly seven basic areas.
The first which elicited the nost commrents, but al so the
nost vague, was the idea that the audit requirement was,
i ndeed, a good i dea.
G these 80-plus coments, one was unqualified approval .
The others were qualified approval s of various types.
There were various reasons that people didn't |ike the
audit. They thought it was a bad i dea because there was no
proof that it worked. They thought it was a bad idea
because it was too costly. They thought it was a bad idea
because it increased the nedical-legal liability. They
thought it was a bad idea because the data were potentially
m sl eadi ng because of different patient popul ations and | ow
statistical power.
Coul d you show the bottompart of this slide?
They thought that the audit section should include nore of a
precise definition of terns and perfornmance standards, and
lastly, the last general comment was that the audit
responsi bilities should be shared anong ot her physici ans
besi des radi ol ogi st s.
You can see that the nunbers were fairly substantial for
nost of these categories. So we had a fairly sophisticated
group of respondees, | nust say.

[ Over head. ]
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DR LINVER The nore specific comrents related to t he
section regarding the audit tine table and that there really
ought to be a change nade in the audit tine table.

Secondly, the audit shoul d include additional data.

Thirdly, the audit shoul d excl ude certai n data.

Next, there was only one comment, but | thought it was a
very pointed one; that individuals who are interpreting nore
t han one site should be all owed and encouraged, actually, to
pool their individual data, his or her individual data to
give greater statistical power to the nunbers.

Lastl y, there were commrents regardi ng the corrective action
section. As you can see, there were about five coments
thought it was a good i dea and about 11 commrents that it was
not for various reasons.

| thought | would go over the nore specific elenents now in
t he next slide.

[ Over head. ]

DR LINVER | wanted to actually show the individua

br eakdowns for each of these comments.

The audit was too costly. About 28 comments were directed
to the fact that they did not feel it was worth the expense
i nvol ved since there was no hard scientific evidence that it

does i nprove patient outcones.
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Next, about 10 comrents specified that they thought that it
added too big of a cost and paperwork burden, especially for
smal|l facilities.

Si xteen comments thought it was too costly because it
required a conputer and the hiring of additional people to
really performit well.

Two respondents thought it was too difficult to obtain

out cones data even on the limted basis in which the
proposed final regs were witten.

Lastly, there was too nmuch work for the technol ogi st,
although this, admttedly, was witten by the technol ogist's
not her.

[ Laught er. ]

DR LINVER Do you want to discuss the individual areas as
we go along, just to get a feel for the coommttee's feeling
about each of these, or should we wait until we cover all of
t hen?

DR PATTERSON  You are noderating this. So you can do

what ever is your preference.

DR LINVER 1'Ill tell you what, |I wll just open the floor
for any di scussion about the issue of the cost of the audit
and any comments that any conmttee nenbers or guests m ght
have. If not, we can proceed on and then discuss this

| ater.
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Gl da?

DR CARDENCSA: | would just say it is too costly to ont do
this.

DR LINVER ood point, | think one many of us share.

DR CHRVALA Interns of the need for additional staff and
the need for a conputerized systemin order to effect this,
that is not, in fact, the case.

They can do it, and | have seen it done with a shoebox, and
it isniceif we can get it on a conputer, but they have
done this kind of work with very mninmal anounts of
paper wor k.

The burden may begin with the tech, but | think it is
inmportant that the cost be spread over the entire health
care community; that it is not just the tech that is
collecting the information, but the physician and the
surgeon all need to be oriented to the inportance of this
data and what it will tell us about nmammography.

So it is not a sole burden on the tech. It has to have good
comunity support, and it is doable. That kind of support

i s doabl e.

DR LINVER Dan?

DR KCPANS:. You know, one of the concerns expressed at
smal|l facilities is the small facility will have a nuch

smal | er problem actually.
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DR LINVER Sure. They are the ones who are nore likely
abl e to use a shoebox. Exactly.

DR CHRVALA. The small facilities will have a problem
because they won't have enough cases to conme out with any
reasonabl e data or any significant data.

DR LINVER Ed?

DR HENDRICK | wanted to ask Carole if you have any
specific data or information about cost of doing the audit,
either on a per-facility or per-patient basis.

DR CHRVALA:  Yes, | do have information on a per-patient
basi s.

For the systemthat | ran in Colorado up through the end of
Novenber, we had well over 400, 000 mammograns and 300, 000
and sone wonen that we were tracking, and I was at a State
heal th departnent and we did centralized tracking using
paper forns as well as electronic data transmssion. 1 an
average, 85 percent of the wonen were normal, and we added
in a piece of pronpting return for remnders, a pronpting
return for rescreening. The cost for those wonen was | ess
than a dollar. It was about 75 cents to get them back in,
to enter the data in the system and get themback in for

t hei r subsequent nmammogram

The 15 percent that had an abnornality, we had incredibly

good conpliance anong the physician popul ati on because we
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did alot of PR and we did not provide facility-specific
data, but we gave them patient-specific data on their own
patients, which was very useful to them indicating that
their patient had to conme back for a return for -- | don't
know -- a clinical breast examor an ultrasound or whatever.
The costs for following up the 15 percent of wonmen who had
an abnormal ity ranged between $1 and $2, and as the
abnornmality increased in severity, the cost increased. So,
actually, it was probably $1 to $2.50 because, what woul d
happen, a significant proportion of wonen were reconmended
repeat manmmograns, and they were taken care of it by having
a repeat mammogram That was just an additional letter. So
it just sort of increased that 75 cents up to $1.

DR MONSEES: Just to understand this here, you counted zero
dollars for wonen who had nornmal mammograns and only wonen
wi th abnormal mammograns or is this averaged out over the
entire screening progran®

DR CHRVALA. No. For wonen with the normal mammograns, it
was 75 cents to remnd her to return.

DR LINVER They got a "nornal" letter, in other words.

DR CHRVALA It was range d between $1 and $2.50 to track a
wonman wi th an abnormal finding, depending, again, on the

severity of that finding.

M LLER REPCRTI NG COVPANY, | NC.
507 C Street, NE
Washi ngton, D.C 20002
(202) 546- 6666



j am

DR MONSEES: This nmakes sense. The reason | amkind of
doing a little mental calculation here, in our program I
hire a full-tine person to track hours, which comes out of
ny budget because the facility won't pay for it, which is
anot her interesting thing, who should pay for this, whether
it should be the facility or the professional side.

Sonebody needs to be designated as responsible for this.

So we have a full-time person. W do 30,000 exans a year.
W have a conputer system It is not paperwork. It is done
with a conputer system So that sounds about right from
what you are sayi ng.

DR LINVER There was al so a presentation nmade at the RSNA
last nonth that was a survey. D dn't Debbie Akita have this
up? O the Society of Breast Inaging Fellows, there were 46
fellows who did respond. It was fairly mxed, between
academ c and private practices, averagi nhg about 16, 000

studi es a year.

The costs on the average were $20, 000 for personnel, $12, 000
for startup, $4,000 for yearly upgrades, $184 a week in

mai ling costs. This turned out to be an average, not
counting the startup, of about $36,700 a year. This is just

for the positive manmmograns.

M LLER REPCRTI NG COVPANY, | NC.
507 C Street, NE
Washi ngton, D.C 20002
(202) 546- 6666



j am

This is a broad spectrum It is interesting, the range, for
i nstance, of the cost for personnel was from$5 to $75, 000.
So it is a huge range.

In Carole's situation where everything is centralized,

obvi ously, the costs can be mnimzed, but overall, the way
it exists nowin this country, | think it is a very, very
broad spectrum

DR MONSEES: Right.

The nunber that | gave you was the yearly cost | pay an
enpl oyee, plus benefits, probably over $30, 000.

DR LINVER Yes, plus nailing.

DR MONSEES: That did not include startup or mailing fees,
et cetera, to send remnder letters, any of that.

DR LINVER So thereis areal cost in dollars to do this.
The big question is --

DR CHRVALA. Particularly if you are not going to be doing
it inacentralized fashion

DR LINVER Right.

DR CHRVALA. W had close to 60 centers participating

wi t hout concerns about confidentiality sinply because one o
four PR nmethods was to enphasi ze the patient as a client
with her own separate ID. The radiologist gets his or her

owmn ID. The facility gets their own. Each physician
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surgeon or primary care physician, they all have their own
separate | D.

(ne of the nice things about it was that we could track
wonen as they nove fromclinic to clinic because they had a
unique ID. It worked well because we printed reports on the
basis of 1D, and then, the | ead physician who is in charge
of QA got their listing of radiologists so they could
know.

It is interesting, when you did an analysis for a

mammogr aphy center, you couldn't do a global analysis. |If
you had 10 mammogr aphers, radiologists, if you had one or
two outliers on either end, that group woul d | ook very
normal, 15 percent abnornal, but when you | ooked at it by
radi ol ogi st, the differences were -- yes, and between
facilities, they were like that, too.

DR LINVER  Yes.

DR CHRVALA. So the data were really valuable for each
center, and then they al so got aggregate data that they
conpared thensel ves to, which was very, very nuch

appreci ated by the centers. They |iked knowi ng where they
fit into the bigger schene of things.

DR LINVER | think that is a wonderful nodel fromwhich we
woul d benefit not only in terns of feedback, but also in

terns of keeping the costs of doing an audit down.
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Unfortunately, it is not what exists now It is something I
think we can strive to achieve. So that is one of the
concerns that the respondents had.

The second concern |isted was that they thought the audit
was irrel evant because they weren't sure that there was any
real proof that the audit inproves outcomnes.

| think we all know that any kind of feedback is going to
give us a benefit. So, even though we cannot answer t hat
with atrue scientific trial, | think, intuitively, that
goes counter to what we all feel about the use of an audit.
MB. SC AWARELLA: M ke?

DR LINVER  Yes.

M5. SC AMWARELLA: | amvery concerned about when we anal yze
costs, how nmuch a doctor costs, to send a letter to inform
the patient. W never anal yze how nuch is the cost of the
doctors related to other costs and salaries. | think you
have a sense as a consuner that we are protecting their
profession nore than to see what is the quality of the
service in any line of health care related to the patient.

| think we need to enphasize how nuch it costs to deliver
good health care to the patient and know how nmuch the hour
of the physician costs to deliver the service who nay be
overweight -- | mean, high for different professions. So |

think we need to bal ance that.
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DR LINVER Well, there has to be a balance. There is no
question, but the facilities have to be able to keep their
doors open. They have to be able to pay the bills. So
there is a real issue of cost that we have to consider here.
M5. SC AWARELLA: But when we are tal ki ng about a doll ar
and a dollar here, | nean, the legal inplication is better
servi ce.
DR LINVER  Yes.
G her comrents under the so-called irrelevancy of the audit,
they weren't sure that the statistics were going to be used
in any neani ngful fashion at this point. Again, one could
argue, | think, that there is a value, even, in any kind of
statistical analysis if it is used properly
Lastly, there was a comment that they felt that trying to
obtain these data, sonetinmes you al nost had to i npose on the
privacy of the patient. Again, | amnot sure of the
validity of those argunents, but those were nmade about the
issue of irrelevancy of the audit.
The third area where they thought the audit was a probl em
for themconcerned the issue of nedical/legal liability.
There were 28 general comments that they were concerned
about -- actually, there were 39. There were 11 nore that |
found in the mddle of the night last night. So there were

39 who were very concerned about confidentiality in general.
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More specific comrents thought that the audit needed
nmedi cal /I egal protection to assure participation of
facilities.

The next comment, | think, is one that is pretty insightful,
and | think we have discussed it before. Honest statistics
may not be collected unless there is nedical/l egal
protection because nobody wants their data to refl ect

negati vely on them

Next, there were two who commented that the FDA shoul d
address the issue of confidentiality and one that the FDA
shoul d mandate audit protection in every State. A great

i dea.

Lastly, the liability created on nmany | evels was very real;
that the data were subject to subpoena. They were usable in
mal practice clains, and they could and woul d be used by
third-party payers to award contracts.

So there were many i ssues on many | evel s regardi ng
nmedical/legal liability. | know we have di scussed this ad
nauseam before, but if there are additional coments about
sonme of these concerns -- Carole.

DR CHRVALA  Yes. | just wanted to speak to a coupl e of
them In terns of the fact that they said there is no proof
that it inproves outcones, again, |ooking at the Col orado

data, wonen enrolled in the systemwere much nore likely to
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be di agnosed with early-stage disease, in situ or |ocalized
di sease. They had smaller tunors, and there was a definite
trend for downstaging conpared to the State's popul ati on of
breast cancer patients where about 68 percent were early
st age.
Ve were up to 77 percent, and we had matcher our data base
with the Cancer Registry, which had full-case ascertai nnent.
So | think there is no question that it inproves outcones.
The statistics obtained are nmeaningless. | think it is a
training issue. It took ne along time to explainto
physi ci ans and to technol ogi sts what the information neant
to them and when that happened, they were eager for the
reports and they started asking for special anal yses for
their ow facility, which we offered.
The nedical/legal liability i